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This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect,  most  of  which 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulations,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  first  FEDERAL 
REGISTER  issue  of  each  week. 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  97 

[Docket  No.  30881;  Arndt.  No.  3516] 

Standard  Instrument  Approach 
Procedures,  and  Takeoff  Minimums 
and  Obstacle  Departure  Procedures; 
Miscellaneous  Amendments 

agency:  Federal  Aviation 
Adininisfration  (FAA),  DOT. 

ACTION:  Final  rule. 

SUMMARY:  This  rule  establishes,  amends, 
suspends,  or  revokes  Standard 
Instrinnent  A])]n'oaeh  Procedures 
(SlAPs)  and  associated  Takeoff 
Mininuuns  and  Obstacle  Departure 
Procedures  for  operations  at  certain 
airports,  'fhese  ref’ulatory  actions  are 
needed  hecan.se  of  tin;  adoption  of  new 
or  revised  criteria,  or  because  of  changes 
occurring  in  the  National  Airspace 
System,  such  as  the  commissioning  of 
new  navigational  facilities,  adding  new 
obstacles,  or  changing  air  traffic 
r(;(iuirements.  These  changes  are 
d(;signed  to  jirovide  safe  and  effiinent 
use  of  the  navigable  airspace  and  to 
jiromote  safe  flight  o])erations  under 
instrument  flight  rules  at  the  affected 
airports. 

DATES:  'This  rule  is  effective  Januarv  25. 
2013.  The  comjiliance  date  for  each 
SlAP,  associated  Takeoff  Minimums, 
and  ODP  is  specified  in  the  amendatorv 
lirovisions. 

The  incorporation  by  reference  of 
certain  publications  listed  in  the 
r(;gulations  is  approv(;d  by  the  Director 
of  the  Federal  Register  as  of  Januarv  25, 
2013. 

ADDRESSES:  Availability  of  matter 
incorporated  by  refer(;nce  in  the 
amendment  is  as  follows: 

For  Examinotion — 

1.  FAA  Rules  Docket.  FAA 
Headquarters  Building,  800 


Independence  Avenue  SVV., 

Washington.  D(i  20501; 

2.  The  FAA  Regional  Office  of  the 
r(;gion  in  which  the  affect(;d  airport  is 
located: 

3.  The  National  Flight  Procedures 
Office,  0500  South  MacArthur  Blvd.. 
Oklahoma  Ciitv,  OK  73100  or, 

4.  The  National  Archives  and  Records 
Administration  (NARA).  For 
information  on  tlu;  availahilitv  of  this 
material  at  NARA,  call  202-741-0030. 
or  go  to:  http://\v\vn'.(irchivos.gov/ 
fodonilrogistor/ 

cod  HO  ffod  Hialreg  1 1  la  ti  ons/ 
ihvJocations.html. 

Availability — All  SlAPs  are  available 
online  free  of  charge.  Visit  nfdc.faa.gov 
to  register.  Additionally,  individual 
SIAP  and  Takeoff  Minimums  and  ODP 
cojnes  may  he  obtained  from: 

1.  FAA  Public  Imiuiry  Center  (APA- 
200),  FAA  Head(]uarters  Building,  800 
Independence  Avenue  SW., 

Washington,  DC  20501:  or 

2.  The  FAA  Regional  Office  of  the 
region  in  which  the  affec:ted  airport  is 
located. 

FOR  FURTHER  INFORMATION  CONTACT: 
Richard  A.  Dunham  111,  I'light  Procedure 
Standards  Branch  (AFS-420)  Flight 
Technologies  and  Programs  Division. 
Flight  Standards  Service.  Federal 
Aviation  Administration,  Mike 
Monroney  Aeronautical  C,enter,  0500 
South  MacArthur  Blvd.,  Oklahoma  Citv, 
OK  73100  (Mail  Address;  P.O.  Box 
25082  Oklahoma  Citv,  OK  73125) 
telephone:  (405)  054-11  (>4. 
SUPPLEMENTARY  INFORMATION:  This  rule 
amends  Title  14,  Code  of  Federal 
Regulations,  Part  07  (14  CiFR  part  07)  by 
amending  the  r(;ferenced  SlAPs.  The 
com})lete  regulatory  de.scription  of  each 
SlAl^  is  listed  on  the  aiipropriate  FAA 
Form  8200,  as  modified  by  the  National 
Flight  Data  Cent(;r  (FDC)/i^ermanent 
Notice  to  Airmen  (P-NOTAM),  and  is 
incorporated  by  reference  in  the 
amendment  under  5  D.S.C.  552(a).  1 
(iFR  ])art  51,  and  07.20  of  Title  14  of 
the  Code  of  Federal  Regulations. 

'I'he  large  number  of  SlAPs,  their 
complex  nature,  and  the  need  for  a 
s])ecial  format  make  their  verbatim 
j)ul)lication  in  the  Federal  Register 
expensive  and  impractical.  Further, 
airmen  do  not  u.se  the  regulatory  text  of 
the  SlAPs,  hut  refer  to  their  graphic 
de])iction  on  charts  printed  hv 
puhli.shers  of  aeronautical  materials. 
Thus,  the  advantages  of  incorporation 


by  r(;fer(;nce  are  realized  and 
publication  of  the  c:om])lete  descri|)tion 
of  each  SIAP  contained  in  FAA  form 
documents  is  unnece.ssary.  This 
amendment  provides  the  affected  (iFR 
.sec:tions  and  spec;ifies  the  types  of  SlAl^ 
and  the  corresponding  effective  dates. 
This  amendment  also  identifies  the 
airi)ort  and  its  location,  the  procedure 
and  the  amendment  number. 

The  Rule 

This  amendment  to  14  CFR  part  97  is 
effective  upon  publication  of  each 
.se})arate  SIAP  as  amended  in  the 
transmittal.  For  safety  and  timeliness  of 
change  considerations,  this  amendm(;nt 
incorporates  only  specific  changes 
contained  for  each  SIAP  as  modified  bv 
FDC/P-NOTAMs. 

The  SlAPs,  as  modified  hv  I'’DC  P- 
NOTAM,  and  contained  in  this 
amendment  are  based  on  the  criteria 
contained  in  the  IJ.S.  Standard  for 
Terminal  Instrument  Procedures 
(TERPS).  In  developing  the.se  changes  to 
SlAPs,  the  TERPS  criteria  were  applied 
only  to  .s])(;cific  conditions  exi.sting  at 
the  affected  airports.  All  .SIAP 
amendments  in  this  rule  have  been 
previously  i.ssueil  by  the  FAA  in  a  FDCi 
NOTAM  as  an  emergency  action  of 
immediate  flight  safety  relating  directly 
to  puhli.shed  aeronautical  charts.  The 
circumstances  which  created  the  need 
for  all  the.se  .SIAP  amendments  reciuires 
making  them  effective  in  less  than  30 
days. 

i3ecau.se  of  the  close  and  immediate 
relationship  between  these  .SlAPs  and 
safety  in  air  commerce,  1  find  that  notice 
and  public  j)rocedure  before  adopting 
the.se  .SlAPs  are  impracticable  and 
contrary  to  the  jjuhlic  interest  and, 
where  apjilicahle,  that  good  cau.se  exists 
for  making  the.se  .SlAPs  effective  in  less 
than  30  davs. 

(ioncliisinn 

The  FAA  has  determined  that  this 
regulation  only  involves  an  e.stahlished 
body  of  technical  regulations  for  which 
frequent  and  routine  amendments  are 
necessary  to  kee])  them  operationallv 
current.  It.  therefore — (1)  Is  not  a 
“significant  regulatorv  action"  under 
Executive  Order  128()0;  (2)  is  not  a 
“significant  rule”  under  IXfT  regulatory 
Policies  and  Procedures  (44  FR  11034; 
Fehruary  20,  1979);  and  (3)  does  not 
warrant  preparation  of  a  regulatory 
evaluation  as  the  anticipated  impact  is 
.so  minimal.  For  the  same  rea.son,  the 
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FAA  certifies  that  this  amendment  will 
not  have  a  significant  (jconomic  impact 
on  a  snhstantial  numher  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

List  of  Subj(;cts  in  14  (]FR  part  97: 

Air  Traffic  (Control.  Airjiorts. 
Incorporation  hy  nderence.  and 
Navigation  (Air). 

Issutul  in  Washington.  DC'.,  on  |annarv  4. 
2013. 

|olin  M.  Allen, 

Director.  Flif’ht  Standards  Sarvica. 

Adoption  of  the  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me.  Title  14, 


('.ode  of  Federal  Regulations.  Ihirt  97,  14 
(/;FR  ])art  97.  is  amendiul  hy  amending 
.Standard  Instrument  Appro.ich 
Procedures,  effective  at  0901  IJT('  on 
the  dates  s])ecified,  as  follows: 

PART  97— STANDARD  INSTRUMENT 
APPROACH  PROCEDURES 

■  1.  The  authority  i:it<ition  foi'inirl  97 
continues  to  read  as  follows: 

Autliorily:  49  II..S.(;.  10(i(g).  40103.  40100, 
40113,  40114.  401  20,  44."i02.  44."j14.  44701. 
44719. 44721-44722. 


§§97.23,  97.25,  97.27,  97.29,  97.31, 97.33, 
97.35  [Amended] 

■  2.  Part  97  is  amended  to  read  as 
follows: 

Bv  amending:  §97.23  VOR,  VOR/ 
DMF,  VOR  or  I’ACAN,  and  VOR/DMf] 
or  'I’AOAN:  §  97.2.5  LOC.  LOO/DMl-, 
LDA.  l.DA/DMF,  SDF,  SDF/DMF; 

§97.27  NDB,  NDB/DMF;  §  97.29  ILS, 
II.S/DMK,  MLS,  MLS/DMF,  ML.S/RNAV: 
§97.31  RADAR  SlAPs;  §97.33  RNAV 
.SlAPs:  and  §97.3.5  COPTER  SlAPs, 
Identified  as  follows: 

*  *  *FI'f(!(:li\'(i  Upon  Pahlicidian 


At  RAC  date 

State 

City 

Airport 

FDC  No. 

FDC  date 

Subject 

7-Feb-13  . 

NY 

Schenectady  . 

Schenectady  County  .... 

2/2338 

12/14/12 

This  NOTAM,  published  in  TL 
13-03,  is  hereby  rescinded  in 
its  entirety. 

7-Feb-13  . 

TX 

Fort  Worth  . 

Bourland  Field  . 

2/4285 

12/19/12 

VOR/DME-A,  Orig-A. 

7-Fel>-13  . 

lA 

Des  Moines  . 

Des  Moines  Inti  . 

2/4286 

12/19/12 

RNAV  (GPS)  RWY  31,  Arndt  IB. 

7-Feb-13  . 

Ml 

Detroit  . 

Detroit  Metropolitan 
Wayne  County. 

2/4300 

12/19/12 

ILS  OR  LOC  RWY  21 L,  Arndt 
10B. 

7-Feb-13  . 

Ml 

Detroit  . 

Detroit  Metropolitan 
Wayne  County. 

2/4301 

12/19/12 

ILS  PRM  RWY  21 L  (SIMULTA¬ 
NEOUS  CLOSE  PARALLEL), 
Orig-B. 

7-Feb-13  . 

IL 

OIney-Noble . 

OIney-Noble . 

2/4348 

12/19/12 

NDB  RWY  3,  Arndt  13. 

7-Feb-13  . 

IL 

OIney-Noble . 

OIney-Noble . 

2/4349 

12/19/12 

RNAV  (GPS)  RWY  3,  Orig. 

7-Feb-13  . 

IL 

Olney-Noble . 

OIney-Noble . 

2/4350 

12/19/12 

RNAV  (GPS)  RWY  11,  Orig. 

7-Feb-13  . 

IL 

OIney-Noble . 

OIney-Noble . 

2/4351 

12/19/12 

LOC  RWY  11,  Arndt  5. 

7-Feb-13  . 

IL 

OIney-Noble . 

OIney-Noble . 

2/4352 

12/19/12 

VOR/DME-A,  Arndt  9. 

7-Feb-13  . 

KS 

Johnson  . 

Stanton  County  Muni  .... 

2/4396 

12/19/12 

RNAV  (GPS)  RWY  35,  Arndt  1. 

7-Feb-13  . 

KS 

Johnson  . 

Stanton  County  Muni  .... 

2/4397 

12/19/12 

NDB  RWY  17,  Arndt  2. 

7-Feb-13  . 

KS 

Johnson  . 

Stanton  County  Muni  .... 

2/4398 

12/19/12 

RNAV  (GPS)  RWY  17,  Arndt  1. 

7-Feb-13  . 

MN 

Hutchinson . 

Hutchinson  Muni-Butler 
Field. 

2/4961 

12/19/12 

RNAV  (GPS)  RWY  15,  Orig. 

7-Feb-13  . 

Ml 

Hastings . 

Hastings . 

2/4992 

12/19/12 

VOR  RWY  12,  Orig-C. 

7-Feb-13  . 

IL 

Morris . 

Morris  Muni — James  R. 
Washburn  Field. 

2/5085 

12/19/12 

RNAV  (GPS)  RWY  18,  Orig-B. 

7-Feb-13  . 

CO 

Denver  . 

Centennial  . 

2/6105 

01/02/13 

ILS  OR  LOC  RWY  35R,  Arndt  9. 

7-Feb-13  . 

CA 

Atwater  . 

Castle  . 

2/6114 

01/02/13 

ILS  OR  LOC/DME  RWY  31, 
Arndt  2C. 

7-Feb-13  . 

CO 

Denver  . 

Denver  Inti  . 

2/6120 

01/02/13 

ILS  OR  LOC  RWY  34L,  Arndt  2. 

7-Feb-13  . 

NY 

Schenectady  . 

Schenectady  County  .... 

2/6912 

12/27/12 

RNAV  (GPS)  RWY  10,  Orig-A. 

7-Feb-13  . 

Ml 

Flint . 

Bishop  Inti . 

3/0134 

01/02/13 

VOR  RWY  27,  Orig. 

|I-'K  Doc.  2{)i:t-()i:iH.".  I'il(!(l  1-24-1 H:4.')  iiin| 
BILLING  CODE  4910-1 3-P 

DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14CFR  Part  97 

[Docket  No.  30880;  Arndt.  No.  3515] 

Standard  Instrument  Approach 
Procedures,  and  Takeoff  Minimums 
and  Obstacle  Departure  Procedures; 
Miscellaneous  Amendments 

agency:  Federal  Aviation 
Admini.stration  (FAA),  DOT. 
action:  Final  rule. 


SUMMARY:  This  rule  e.stahlishes,  amends, 
suspends,  or  revokes  .Standard 
Instrument  Apjiroach  Prot:ednres 
(.SlAPs)  and  as.sociatctd  Takeoff 
Minimums  and  Obstacle  Dejiartiire 
Procedures  for  operations  at  certain 
air])orts.  The.se  regulatory  actions  are 
needed  because  of  tlu;  ado])tion  of  mnv 
or  revised  criteria,  or  because  of  changes 
occurring  in  the  Nalitinal  Airspace 
.Sy.stem,  such  as  the  commissioning  of 
new  navigational  facilities,  adding  new 
oh.stacles,  or  changing  air  traffic 
recjuirements.  These  changes  are 
designed  to  jirovide  .safe  and  efficient 
use  of  the  navigahh;  airspace  and  to 
jiromote  safe  flight  ojierations  under 
instrument  flight  rules  at  the  affected 
airports. 


DATES:  This  rule  is  effective  January  25, 
2013.  The  comjiliance  date  for  each 
.SlAP,  associated  Takeoff  Minimums, 
and  ODP  is  sjiecifitKl  in  the  amendiitorv 
provisions. 

The  incor])oration  by  refenaice  of 
t:ertain  juiblications  listed  in  the 
ntgulations  is  approved  hy  the  Dirttctor 
of  the  Federal  Register  as  of  January  25, 
2013. 

ADDRESSES:  Availahilitv  of  matters 
incorporatetl  hy  reference  in  the 
amendment  is  <i,s  follows: 

For  Exoininotion — 

1.  FAA  Rules  Docket,  FAA 
Headtpiarters  Building,  800 
Independence  Avenue  .SVV., 
Washington,  DC  20591; 
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2.  Tlu!  FAA  Regional  Office  of  tlie 
Uigion  in  vvhicli  tlie  affected  airport  is 
located: 

3.  The  National  f’light  Procedures 
Office,  ()5()()  South  MacArthur  Blvd., 
Oklahoma  (iity,  OK  731  (it)  or. 

4.  The  National  Archives  and  Records 
Administration  (NARAJ.  For 
information  on  the  availahilitv  of  this 
material  at  NARA,  call  202-74 1-8030. 
or  go  to:  hitp  j/www’.ai'chivfis.gov/ 
l(;(hr(il_re;gist(^r/ 
ro(i(i_ofJ(;(l(ir(iIjvgul(tiions/ 
ihrloca  iions.lUinl. 

AvaihibilHy — All  SlAPs  and  Takeoff 
Minimums  and  ODPs  are  available 
online  free  of  charge.  Visit  http:// 
www.nfdc.fdd.gov  to  register. 
Additionally,  individual  SlAP  and 
Takeoff  Minimums  and  OOP  copies  may 
he  obtained  from: 

1.  FAA  Public  Incjuiry  Center  (APA- 
200),  FAA  Head(]uarters  Building,  800 
Independence  Avenue  SW.. 

VVa.shington,  DC  20501;  or 

2.  The  FAA  Regional  Office  of  the 
region  in  which  the  affected  airport  is 
located. 

FOR  FURTHER  INFORMATION  CONTACT; 
Richard  A.  Dunham  111.  Flight  Procedure 
Standards  Branch  (AFS-420).  Flight 
Technologies  and  Programs  Divisions, 
Flight  Standards  S(!rvice,  Federal 
Aviation  Administration,  Mike 
Monroney  Aeronautical  Center.  0500 
South  MacArthur  Blvd.,  Oklahoma  Citv, 
OK  73100  (Mail  Addre.ss:  P.O.  Box 
25082,  Oklahoma  Citv,  OK  73125) 
Telephone:  (405)  954-4104. 
SUPPLEMENTARY  INFORMATION:  This  rule 
amends  Title  14  of  the  Code  of  Federal 
Regulations,  Part  97  (14  CFR  part  97),  by 
establishing,  amending,  suspending,  or 
revoking  SIAPS,  Takeoff  Minimums 
and/or  ODPS.  The  complete  regulators 
description  of  each  SlAP  and  its 
associated  Takeoff  Minimums  or  ODP 
for  an  identified  air])ort  is  li.sted  on  FAA 
form  documents  which  are  int:orporated 
hv  reference  in  this  amendment  under  5 
li.S.C.  552(a).  1  CFR  part  51,  and  14 
CFR  97.20.  The  applicable  FAA  Forms 
are  FAA  Forms  8200-3,  8200-4,  8200- 
5,  8200-1 5A.  and  8200-1 5B  when 
recpured  by  an  entry  on  8200-1 5 A. 

The  large  number  of  SlAPs.  Takeoff 
Minimums  and  ODPs.  in  addition  to 
their  complex  nature  and  the  need  for 
a  special  format  make  jjuhlication  in  the 
Fetleral  Register  expensive  and 
impractical.  Furthermore,  airmen  do  not 
use  the  regulatorv  text  of  the  SlAPs, 
Takeoff  Minimums  or  ODPs,  hut  in.stead 
refer  to  their  depiction  on  charts  printed 
by  jjuhlishers  of  aeronautical  materials. 
The  advantages  of  incorjioration  by 
reference  are  realized  and  publication  of 
the  complete  descrij)tion  of  each  SlAP. 


Takeoff  Minimums  and  ODP  listed  on 
FAA  forms  is  unneces.sary.  This 
amendment  i)rovides  the  affected  CFR 
sections  and  specifies  the  types  of  SlAPs 
and  the  effective  dates  of  the,  associated 
Takeoff  Minimums  and  ODPs.  This 
aiiKindment  akso  identifies  the  airport 
and  its  location,  the  procedure,  aud  the 
amendment  numher. 

The  Rule 

This  amendment  to  14  (iFR  part  97  is 
effective  upon  ])uhlication  of  each 
separate  SlAP,  Takeoff  Minimums  and 
ODP  as  contained  in  the  transmittal. 
Some  SlAP  and  Takeoff  Minimums  and 
t(!xtnal  ODP  amendments  may  have 
been  issued  previously  by  the  FAA  in  a 
Flight  Data  Center  (FDC)  Notice  to 
Airmen  (NOTAM)  as  an  emergencv 
action  of  immediate  Bight  .safety  relating 
directly  to  puhli.shed  aeronautical 
charts.  'The  circumstances  which 
created  the  need  for  some  SlAP  and 
Takeoff  Minimums  and  ODP 
amendments  may  recjuire  making  them 
effective  in  less  than  30  days.  For  the 
remaining  SIAPS  and  'Takeoff 
Minimums  aud  ODPS,  an  effective  date 
at  least  30  days  after  ])uhlication  is 
l)rovided. 

Further,  the  SlAPs  and  'Tak(!off 
Minimums  and  ODPS  contained  in  this 
amendment  are  based  on  the  criteria 
f:ontained  in  the  U.S.  Standard  for 
'Dirminal  Instrument  Procedures 
CTFRPS).  In  develoi)ing  these  SIAPS  and 
'Takeoff  Minimums  aiul  ODPs.  the 
'TERPS  criteria  were  ajiplied  to  the 
conditions  exi.sting  or  anticipated  at  the 
affected  airports.  Because  of  the  clo.se 
and  immediate  relationship  hidween 
these  SlAPs,  'Takeoff  Minimums  and 
ODPs,  and  safety  in  air  commerce,  1  find 
that  notice  and  public  procedures  before 
adopting  these  SIAPS,  Takeoff 
Minimums  and  ODPs  are  impracticable 
and  contrary  to  the  public  interest  and, 
where  applicable,  that  good  cause  exists 
for  making  some  SlAPs  effective  in  le.ss 
than  30  days. 

Conclusion 

'The  FAA  has  determined  that  this 
regulation  only  involves  an  established 
body  of  technical  regulations  for  which 
fre(]uent  and  routine  amendments  are 
neces.sary  to  keep  them  operationally 
c:urrent.  It,  thereforii — (1)  Is  not  a 
“significant  regulatorv  action”  under 
Executive  Order  12800;  (2)  is  not  a 
“significant  rule  ”  under  DO'T 
Regulatorv  Policies  and  Procedures  (44 
FR  11034;  February  20,1979);  ami  (3) 
does  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
im])act  is  so  minimal.  For  the  .same 
reason,  the  FAA  certifies  that  this 
amendment  will  not  have  a  significant 


economic  imi)ac:t  on  a  substantial 
nnmh(!r  of  small  entitiexs  under  the 
criteria  of  the  Regulatory  Flexibility  Act. 

List  of  Subjects  in  14  (iFR  Part  97 

Air  'Traffic  (iontrol.  Airports, 
Incorporation  by  reference,  and 
Navigation  (Air). 

Issued  in  Wasliington.  I)(i.  on  jaiinarv  4, 

201  :l 

lohii  M.  Allen. 

Diivctar.  I'lii’ht  St<nular(ls  Service. 

Adoption  of  the  Amendment 

Accordingly,  imrsuant  to  the 
authority  delegated  to  me,  'Title  14, 

Code  of  Federal  Regulations,  Part  97  (14 
CFR  ])art  97)  is  amended  by 
establishing,  amending,  susjiending,  or 
revoking  Standard  In.strument  Approach 
Procedures  and/or  'Takeoff  Minimums 
and/or  (Ihstacle  Dejiarture  Procedures 
effective  at  0902  U'TC]  on  the  dates 
sjiecified,  as  follows; 

PART  97— STANDARD  INSTRUMENT 
APPROACH  PROCEDURES 

■  1 ,  'The  authority  citation  for  part  97 
continues  to  read  as  follows: 

Authority:  4!)  U..S.(;.  10()(g).  4()l();i,  40100, 
401  i:i.  40114.  40120.  44.502.  44.514,  44701, 
44710,  44721-44722. 

■  2.  Part  97  is  amended  to  read  as 
follows: 

*  *  *  Effective  7  FEBUV ARY  2013 

(’.anon  (’.itv.  (X),  I'reinont  (ionntv.  (IP.S  RWY 
29,  Drig.  CANCELFID 
Canon  (atv.  (X).  Froinont  (ionntv.  KNAV 
((JP.S)  y'rWY  29.  Orig 
(ianon  (Xtv,  (X).  Fremont  Connlv,  RNAV 
(RNP)  RWY  ll.Orig 

Canon  (atv,  (X).  Fnmiont  Conntv.  RNAV 
(RNP)  Z  RWY  29.  Drig 
(ianon  City.  (X).  l-remont  (ionnty,  Tak(;olf 
Minimnins  and  Dl).stac:le  DP.  Aindt  1 
Hillsboro.  OH.  Highland  County.  ND8  RWY 
23.  Aindt  5 

Hillsboro.  OH.  Highland  C.onntv,  RNAV 
(GP.S)  RWY  23.  Orig 

Hillsboro.  OH,  Highland  Cionntv,  VOR/DMF 
ORCPS-A.  Aindt  113.  CANCFFFl) 

Indiana.  PA.  Indiana  (Xnmt\7)iininv  .Stewart 
FED/.  l.OC  RWY  28,Orig43 

*  *  *  Effective  7  MARCH  2013 
Anaktnvnk  Pass,  AK.  Anaktnvnk  Pass,  RNAV 

(CP.S)-A,  Aindt  1 

lonesboro.  AR.  jonesboro  Mnni.  IF.S  OR  LOC 
RWY  23.  Aindt  2 

lonesboro.  AR.  jonesboro  Mnni,  VOR  RWY 
23,  Aindt  11 

Melbourne,  AR.  Melbourne  Mnni — |obn  F 
Miller  Field,  RNAV  (CPS)  RWY  3.  Aindt  1 
Melbourne,  AR,  Melbourne  Mnni — )obn  F 
Miller  Field.  RNAV  (CPS)  RWY  21.  Arndt 
1 

As])en,  (X),  Aspen-Pilkin  (X)/Sardv  Field. 

RNAV  (CPS)-F.  Orig-A 
Lakeland,  FL.  Lakeland  Linder  Rgnl,  RNAV 
(CPS)  RWY  5.  Orig-B 
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I.iikoluii(i.  FL.  I.iik(>liiii(l  Linder  Rf*)'!.  RNAV 
(C’.P.S)  RWY  !).  Amcll  1 

l.iikclaiul.  FI..  I.ak(!land  Linder  Rgnl.  RNAV 
(CF.S)  RWY  2:L()ri{>-A 
Uikeland.  FI..  I.iikeland  Linder  Rfiid.  RNAV 
((il\S)  RWY  27.  Aindl  1 
l.iikeland.  FL.  i.iik(dand  Linder  Rgnl.  VOR 
RWY  ‘I.  Aindl  4H 

l.iikeland.  I’L.  i.iik(dand  Linder  R^nl.  \'()R 
RWY  27.  Aindl  7D 

.SI  l’elersl)nr«.  i•■L.  Allw'rl  Whilled,  RN,-\V 
((;PS)  RWY  7.  Aindl  2 

rain|)a.  I'L.  Tampa  lull.  \'()R  RWY  10.  Aindl 
0.  CANCFI.FO 

TiK'.eoa.  (iA.  T(K:c;oa  R(i  Lelmirnean  Field. 

RNAV  ((iP.S)  RWY  21).  Aindl  1 
('-inlon.  11..  liiRersoll.  RNAV  {(iP.S)  RWY  18. 
.•\indl  1 

(iiinlnn.  11..  Ingersoll.  RNAV  ((iP.S)  RWY  20. 
Aindl  1 

Ciln(:a}*()/Wesl  (3iir:ago.  IL.  Dnpa<>e.  TakeolT 
Miniiminis  and  Ohslaele  OP.  .\indl  l.\ 
Macoinl).  IL.  Macomb  .Miini.  RN.AV  {(iP.S) 
RWA'  0.  Amdl  1 

Macomb.  IL.  Mac:omb  Muni.  RN.W  (CPS) 
RWY  27.  Aiiull  1 

Macomb.  11. .  Macomb  Muni.  VOR/DMF-.A. 

Amdl  81L  CANCFl.Fl) 

Olnev-Noble.  IL.  Olnev-Noble.  RN.W  (CPS) 
RWY  11.  Amdl  1 

Marion.  KY.  Marion-Oillenden  (ioimU . 

RNAV  ((iPS)  RWY  7.  Amdl  1 
Marion.  KY.  Marion-Crillendmi  Cionniv. 

RNAV  ((’.PS)  RWY  2r>.  Amdl  1 
Marion.  K^’.  Marion-Crillenden  Conniv. 
TakeolT  .Miniimims  and  Obslacle  DP.  Amdl 
1 

Oakland.  Ml),  (iarrell  Coimly.  VOR  RWY  27. 
Amdl  .T 

Fscanaba.  ML  Della  Coiini  v.  l.OC/DMF  BC 
RWY  27.  Amdl  1 

lloiigblon  l.iike.  ML  Roscommon  ('.oimlv- 
BlodgcTl  Memorial.  RNAV  ((’.PS)  RWS’  0. 
.'\nidl  2 

llonglilon  l.jike.  ML  Roscommon  (ioimlv- 
Blodsell  Memorial.  RNAV  (CPS)  RWY  27. 
Amdl  1 

lloiigblon  l.<ike.  ML  Ro.scommon  (ionnlv- 
n)od^(!ll  Mmnorial.  \'OR  RWY  0.  .Amdl  .A 
lloiigblon  l.<ike.  ML  Roscommon  Cionnly- 
Blodj>ell  Memorial.  VOR  RWY  27.  .\mdl  4 
Mason.  MI.  .Mason  |e\vell  Fiidd.  CiPS  RWY 
27.  Orio.  CANCFl.FD 


Mason.  ML  Mason  )e\V{!ll  l'’ield.  RNAV  ((iP.S) 
RWY  10.  Orig 

Mason.  ML  Mason  )e\vell  l-'ield.  RN.AV  ((iP.S) 
RWY  28.  Orig 

Mason.  Ml.  Mason  |e\v(;ll  Field,  VOR-A. 
Anull  ,2 

.'\ilkin.  MN.  Ailkin  Mnni-.SU;ve  KniTz  I'icdd. 

NDB  RWY  10,  Amdl  .A 
Ailkin.  MN.  .Ailkin  Mnni-.Slevi;  KiiiTz  l-’iidd, 
RNAV  (CPS)  RWY  10.  Orig 
.Ailkin.  MN,  Ailkin  Mnni-.Sl(;ve  KniTz  I'ield. 

RNAV  ((iPS)  RWY  24.  Orig 
Ailkin,  MN.  Ailkin  Muni-.Slevi!  KniTz  I’icdd. 
Tak(!o)T  Minimiims  and  Obslacle  DP,  Amdl 
2 

Rolla.  MO.  Rolla  Downlown.  T'akiioH 
Minimnmsand  Obslacle  DP,  Amdl  1, 
C.ANCFLFD 

Rolla.  MO.  Rolla  Downlown.  VOR/DMK  OR 
(;PS-A.  Anull  2A.  CANCFLFD 
.Allanlic  (alv.  N),  Allanlic  ('.ilv  lull.  RNAV 
((iPS)  RWY  4.  Amdl  2 
.Allanlic  (’.ilv.  N),  Allanlic  Cilv  lull,  RNAV 
(CPS)  RWY  22.  Amdl  4 
l.iikeview.  OR.  Lake  (’.oimlv.  (JP.S  RWA'  24. 
Orig-A.  CANCFLFD 

Lakeview.  OR.  Lake  Conniv.  RNAV  ((iPS) 
RWY  17,  Orig 

Lakeview.  OR,  Lake  Conniv.  RNAV  (CPS) 
RWY  25.  Orig 

Lakeview.  OR.  Lake  (Anmty,  TakiJoU 
Miniimims  and  Obslacle  DP,  Amdl  2 
Pbilipsbmg.  PA.  Mid-.Slale.  TakeolT 
Miniimims  and  Obslacle  DP,  Amdl  2 
Madisonville.  T’N,  Monroe  (’.oiiniv.  RNAV 
(CPS)  RWY  3.  Amdl  2 
Madisonville,  T’N,  Monroe  Conniv,  RNAV 
((iPS)  RWY  22.  Amdl  2 
Tooele.  l!T.  Bolinder  Tield-Tooele  Valiev, 
il.S  OR  LOC/DME  RWY  1  7.  Amdl  2 
Tooele.  I  IT.  Bolinder  Field-'Tooele  Valiev. 

NDB  RWY  17.  Amdl  1  A.  CANCELED  ' 
'Tooele.  ITT.  Bolinder  Field-'Tooele  Valiev. 

RNAV  (CPS)  RWY  17.  Amdl  2 
Danville.  VA.  Danville  RgnI,  RNAV  (CPS) 
RWY  21.  Orig 

lonesville.  \'A.  Lee  Conniv.  RNAV  (CPS) 
RWY  7.  Amdl  1 

Wilbur.  WA.  Wilbur.  WIPES  ONE.  Crajibic 
DP 
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DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

18CFR  Part  11 

[Docket  No.  RM1 1-6-000;  Order  No.  774] 

Annual  Charges  for  Use  of 
Government  Lands 

agency:  Fodoral  Energy  Regulatory 
(^oniniis.sion,  DOE. 

ACTION;  Final  rule. 
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1.  This  Final  Rule  amends  Part  11  of 
the  Commission’s  regulations  and 
imjjlements  a  new  methodology  for  the 
calculation  of  annual  charges  for  the  use 
of  government  lands.  Annually,  the 
Commission  will  create  a  per-acre  fee 
schedule  by  county  that  will  he 
j)ul)lished  in  A])j)endix  A  of  Paid  11  of 
the  Commission’s  legulations.  The 
formula  to  create  the  fee  schedide  has 
four  cojnponents:  a  ])er-acre  hmd  v.ilue 
hy  county  based  on  a  publicly  available 
index  of  land  values:  an  encumbrance 
factor;  a  rate  of  return;  and,  tin  annual 
inflation  adjustment.  In  this  Final  Rule, 
all  chai'ges  for  the  occu])ancy  of 
government  lands  hv  hvdro])ower 
pi'ojects  will  he  calculated  hti.sed  on  the 
fee  schedule  late.  A  discount  will  he 
apj)lied  to  all  applicable  licensees  for 
the  first  year  of  this  rule’s 
im])lementation. 

I.  Background 

2.  Section  l()(e)(l)  of  the  Federal 
Power  Act  (FP.A)  requires  the 
hydropower  licensees  occujjying  federal 
lands  to: 

pay  to  tlio  Unit(ul  Stales  reasonal)le  annual 
(;liarg(;s  in  an  amount  to  t)e  fixed  t)y  tlie 
(Commission  *  *  *  for  recompensing  [the 
l)nil(!d  Stales)  /or //le  i/.se.  occupancy,  and 
enjoyment  of  its  lands  or  other  propeiiv 

*  *  *  and  in  fixing  sucli  cliarges  llie 
(Commission  sliall  seek  to  avoid  inc:r(!asing 
the  ])rice  to  llie  consumers  of  powm'  t)y  sucli 
cliarges,  and  any  such  charges  may  he 
adjusted  from  time  to  time  hy  the 
(Commission  as  conditions  may  re(|uire 

*  *  *  I 

In  other  words,  where  licensees  use  and 
occupy  federal  lands  for  project 
jiurjioses,  they  must  compen.sate  the 
United  States  through  payment  of  an 


'  It)  ll..S.(;.  8();)(i!)(1)  (2()()(i)  (oniphiisis  added). 
.Section  l()(e)(l)  also  reiiuires  licensinis  to  reinilnirse 
the  United  .States  for  the  costs  of  administering  Part 
1  of  the  PPA.  These  charges  are  calculated  and 
hilled  separately  from  the  land  use  charges,  anil  are 
not  Ihesuhjeci  of  this  Final  Rule. 


iinnual  fee,  to  he  established  hy  the 
(Commission.^ 

A.  History  of  Annual  (ihareus  for  Use  of 
Govarnuwni  Lands 

C5.  Since  its  inception,  the 
(Commission  has  used  or  consitlered  a 
numher  of  methodologies  to  effectuate 
this  statutory  directive.  From  19C57  to 
1942,  the  Commissiou  based  annual 
charges  for  the  use  of  federtil  lands  hy 
hydiopower  licensees  on  individual 
land  apprai.sals  for  each  project.-*  In 
1942,  the  Commi.ssion  rejected  this 
ajijiroach  in  favor  of  a  single  national 
average  jier-acre  land  value  hecau.se  it 
determined  that  jiroject-hv-projec.t 
a|)j)raisal.s  were  more  co.stlv  to 
admini.ster  than  the  value  collected  in 
rent,  the  values  for  inundated  lands 
would  become  distoited,  the  values 
could  oidy  he  maintiiined  with 
reappraisals,  and  disputes  over  values 
may  lead  to  co.stlv  litigation.-*  In  198(5, 
the  (Commission  also  rejected  u.se  of  a 
single  national  average  ])ei’-acre  land 
value  because  this  methodologv  resulted 
in  an  under-collection  of  ov'er  .$1.1 
million  ])er  year  due  to  the  u.se  of 
outdated  land  values.’’ 

1.  1987  I3LM  Fee  .Schedule 

4.  In  1987,  the  (Commission  adopted 
use  of  a  fee  schedule  develojjed  hy  the 
U.S.  Dejjartment  of  the  Interior’s  Bureau 
of  Land  Management  (BLM)  and  the 
U.S.  Department  of  Agriculture’s  Forest 
.Service  (Forest  .Service)  that  identified 
jjer-acre  rental  rates  hy  county  for  linear 


-I’lirsuanl  to  suction  17(ii)  of  liio  I'l’A.  l(i  IJ..S.(,'. 
81()(<i)  (2()0(i).  till!  Ions  colloctoil  for  tlin  uso  of 
govornmonl  lanils  am  allocatod  as  follows:  12.,S 
|)orconl  is  jjaici  into  tlio  tl..S.  Troasui  v,  .SO  porciml 
is  paid  into  Iho  fodoral  mclamation  fund,  and  ;)7..S 
porcont  is  paid  into  tho  tmasurios  of  the  status  in 
which  particniar  projocis  am  located.  No  part  of  tho 
tons  disenssod  in  this  Final  Knio  am  nsod  to  fund 
Iho  Commission’s  oporations. 

‘  Order  Present)! n<‘  Amendment  to  Section  1 1 .21 
of  the  lleiiulations  tUuter  the  Federal  Power  Act.  .SO 
Fl’C  .'iHOO.  at  iJHO:)  (1<)7()). 

■*  Id.  at  :tH0:i-(i4. 

'■  See  AssossmonI  of  Charges  under  Iho 
1  Ivdroolociric  I’rogram.  IX)l-;/IC  Koporl  No.  021!) 
(.Soplomhor  :).  1080):  see  also  More  Ffforls  Needed 
to  Recover  Costs  and  Increase  Hvdropower  Charges, 
U..S.  Ceneral  Accounting  Office  Reiiorl  No.  RCFD- 
87-12  (Noveml)er  1!)80).  The  single  national 
average  land  value  per  at:re  in  1042  was  .S.SO  per 
acre,  and  hv  1!)70.  the  value  was  .SlSO  per  acre.  .SO 
Fl’C  :)800.  ' 


right.s-of-way  on  fedenil  lands.'*  The 
BLM  and  Forest  .Service  produced  the 
fee  schedule  by  taking  a  survey  of 
market  values  hy  county  for  the  various 
types  of  land  the  agencies  had  allowed 
to  he  occupied  hv  linear  rights-of-way.^ 
'I’he  BLM  divided  the  range  of  per-acre 
land  values  into  eight  zones  with  the 
following  jier-acre  values:  .$.'50.  .$100, 
.$200,  .$300.  .$400,  .$.'500,  .$(500,  and 
.$1000.  To  calculate  the  rental  rate  in  the 
fee  schedule,  the  per-acre  zone  value 
was  multiplied  by  an  encumbrance 
factor  of  70  percent,”  a  rate  of  return  of 
(5.41  percent,”  and  an  annual  inflation 
adju.stment  factor."’  The  resulting  fee 
.schedule  assigned  all  counties  to  one  of 
eight  rental  rates.'  * 

.'5.  In  adopting  the  1987  BLM  fee 
.schedule,  the  Commi.ssion  found  that 
the  methodology  promulgated  by  the 
BLM  and  Forest  .Service  for  linear 
right.s-of-way  was  the  “hast 
approximation  availahla  of  the  value  of 
lands  used  for  transmission  line  right.s- 
of-way.”  Therefore,  the  Commission 
assessed  the  BLM-generated  .schedule 
rate  for  transmission  line  rights-of-way 
on  federal  lands,  and  doubled  this  rate 
for  federal  lands  occupied  hy  other 
project  works  (e.g.,  dams,  jiowerhou.ses. 


''Itevision  of  the  liillinn  Prixudares  for  Annual 
C.han.’es  for  Adminislerinn  Part  I  of  the  Federal 
Power  Act  and  to  the  Melhodolo<>v  for  Assessing 
Federal  Umd  I’se  C.harges.  Ordor  No.  48!).  FFRC 
.Stills.  .Si  Rogs.  II  :t().741.  at  ;t()..S84  (1!)87). 

^  .\'ot  ire  of  .\dopt  ion  of  Penial  Fee  Schedule.  .SI 
FR  44014  (Doc.  .S.  1088).  BLM  oxplaiiuul  that  Iho 
viiliio  ol  timbor  had  not  boon  includod.  and  thiit  tho 
valuos  worn  not  lor  urban  or  sulmrbiin  rosidonlial 
amas.  industrial  p.irks.  larms  or  orchards,  rocroiilion 
pro|)orlios  or  othor  such  typos  ol  land.  Tho  iigoncios 
Iriod  to  avoid  using  altraclivo  public  uso  .irons  such 
as  lakoshoros.  stroamsidos.  and  .sconic.  highwav 
Ironlago. 

"Tho  oncumhranco  factor  roflocts  Iho  dogroo  that 
<1  iiiirlicular  typo  of  facility  onemnhors  Iho  right-of- 
way  aroii  or  oxcludos  othor  lv|)os  of  land  usos.  If  Iho 
oncumhranco  factor  is  101)  porcont.  Iho  righl-of-w.iy 
facility  (and  its  oporalion)  oncumliors  Iho  righl-of- 
wav  aroii  to  tho  oxclusion  of  all  othor  usos. 

''This  numhor  wiis  Iho  1-yoar  Troasury  .Socurilios 
"Constant  Malurilv"  ralo  for  )uno  :)().  1!)88. 

'"Tho  too  .schodulo  was  adjuslod  annually  hv  Iho 
chango  in  Iho  Implicit  I’rico  Doflalor  for  tho  Cro.ss 
National  I’roducI  index  from  Iho  socond  ipiarlor  to 
Iho  socond  quarlor. 

"  In  1!)87.  Iho  |Jor-acro  ronlal  foo  undor  Iho  l!)87 
BLM  foo  schodulo  rangod  from  S2.24  to  S44.87.  By 
21)08.  duo  to  tho  inflation  adjuslmonts.  Iho  |)or-acro 
ronlal  foo  undor  tho  1087  foo  .schodulo  rangod  from 
.S:).78  to  .S7.S.2;t. 

Ordor  No.  480.  FFRC  Slats,  ti  Rogs.  1|  :)().74 1  at 
:)()..S88  (1087)  (om|)hasis  addod). 
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n;.s(;rvoir.s)  beeause  the  Forest  Sca  vicc; 
indicated  that  its  methodology  was 
intended  for  transmission  line  rights-of- 
way,  and  its  market  value  figunjs 
reflected  strips  of  land  used  for  limited 
purp(»ses,  hut  that  reservoirs, 
stmamheds.  and  other  typical 
hydrojK)wer  sites  should  have  a  higher 
value.'-* 

(i.  In  the  1987  j)roceeding.  the 
(lommi.ssion  rejected  arguments  that  it 
should  intentionallv  establish  low 
charges  for  the  use  of  government  lands 
based  on  the  public  benefits  provided 
by  hvdroj)ower  projects.  The 
Commi.ssion  ex|)lained  that  the  public 
iMmefits  provided  by  licenseil  projects 
are  considered  in  the  licensing  decision, 
and  these  benefits  are  the  quid  pro  quo 
for  the  ability  to  operate  the  project  in 
a  manner  consistent  with  the  needs  of 
.society.  In  contrast,  the  purpose  of  the 
rental  fee  is  to  establish  a  fair  market 
rate  for  the  use  of  government  land.'-* 

7.  The  {Commission  also  found  no 
merit  to  claims  that  charging  fair  market 
value  for  federal  lands  is  prohibited  hv 
the  FFA: 

All  iiuxeases  in  charges  will  result  in  some 
impact  on  consumers,  llie  statutory 
provision  bars  the  {Commission  trom 
assessing  unnsisonahle  charges  that  would  he 
passmi  along  to  c.onsuimxs.  Keasonahle 
annual  chargt;s  are  those  that  are 
|)roportionate  to  the  valm;  of  tin;  hmielit 
conlernul.  Thendore.  a  lair  market  approach 
is  consistent  with  the  dictates  of  tlu;  .Act. 
Furthermore,  as  land  values  have  not  l)e(m 
adjustful  in  ovcm-  ten  ycsirs.  an  adjustment 
u|)wards  is  warranted  ami  overdue.'"’ 

8.  In  cido])ting  the  1987  BLM  fee 
.scluidule.  tile  Commi.ssit)n  again 
rej(;cted  a  propo.sal  to  use  individual 
projetd  appraisals  hecau.se  such 
apprai.sals  would  he  too  costly  and 
result  in  time-consuming  litigation.'" 

9.  From  1987  to  2007.  the 
(Commission  assesserl  annual  (diarges  for 
the  use  of  government  lands  according 
to  the  Bl^M  fee  schedule.  Each  vear. 

BLM  adjusted  the  fee  schedule  for 
infiation,  and  each  year  the  Commi.s.sion 
inihlished  notice  of  the  updated 
.schedule.'' 

2.  2008  BLM  Fee  .Schedule 

10.  In  200.'i,  (Congress  pas.sed  the 
Eiuirgy  Policy  Act  (EPAct  200.'j),  which 
nujuired  BLM  “to  update  [the  fee 
.schedule]  to  revise  the  per  acre  rental 

' '  Id.  ill  :h)..">h!i. 

Id.  at  ;H)..‘>H7. 

■'■/(/.  at  (foolnotas  oinitlad). 

"•  Id.  ill 

.Sec.  I  'pdalo  of  Ihr  Fcdirol  Fncr<^y 
llf"id(dorv  ('.oiiindssion's  For  Schrduir  for  Aniniid 
Charrrs  for  Ihr  I'srof  Covrrniurnt  Lands.  7:i  I-'K 
;«i2(i  (Ian.  22.  2(K)H).  FICKC  .Stats,  Rags.  11  :tl.2(>2 
(20I)H). 


fee  zone  value  schedule  *  *  *  to  ntilect 
current  values  of  land  in  each  zone."  '" 
(Congress  further  directed  that  “the 
.Secretary  of  Agriculture  shtill  make  the 
same  revision  for  linear  rights-of-way 
*  *  *  on  National  Forest  .System 
land."  '" 

11.  On  October  31. 2008,  BLM  issued 
a  Final  Rule  promulgating  its  u])dated 
rental  schedule  for  linear  rights-of-w.iy 
to  satisfy  the  congressional  mandatt;  in 
EPAct  2005,-"  and  the  l'’ore.st  .Service 
suh.sequently  adojtted  the  2008  BLM  fee 
schedule.-'  As  had  been  the  ca.se  with 
the  methodology  underlying  the  1987 
BLM  fee  .schedule,  the  updated  2008  fee 
.schedule  is  ha.sed  on  a  formula  with 
four  com])onents:  (1)  An  average  per- 
at:re  land  value  by  county  (grouped  into 
zones):  (2)  an  encumbrance  factor 
reduction;  (3)  a  rate  of  return;  and  (4)  an 
annual  adjustment  factor  for  inflation. ^- 

12.  The  per-acre  land  value  for 
counties  (or  other  geographic  regions)  is 
based  on  80  percent  of  the  average  per- 
acre  land  and  huilding  value  published 
in  the  ("ensus  of  Agriculture  ((Census)  by 
the  National  Agricultural  .Statistics 
.Service  (NA.S.S).--*  Djidates  to  the  jter- 
acre  land  values  will  occur  evttry  live 
years  following  ])ublication  of  the  NA.S.S 
(Census.--'  The  annual  adjustment  fiictor 
will  be  updated  every  10  years,  with  the 
first  10-year  period  occurring  from  2000 
through  2015.  For  Puerto  Rico,  the 
avenige  per-acre  farmhind  value  for  the 
entire  (Commonwealth  of  Puerto  Rico  is 
ustul  as  the  per-acre  land  value.  For 
Alaska,  the  2008  BLM  rule  uses  the 
NA.S.S  Census  designation  Aleutian 
Ishinds  Area  for  all  lands  within  the 
Aleutian  Islands  Chain;  Fairhanks  Area 
for  all  lands  within  the  BLM  Fairbanks 
Di.strict  boundaries;  Kenai  Peninsula 
Area  for  all  lands  within  the  BLM 
Anchorage  Di.strict  boundaries 
excluding  the  Aleutian  Islands  Chain, 
the  Anchorage  Area,  and  the  )uneau 
Anta;  Anchorage  Area  for  all  lands 
within  the  Municipality  of  Anchorage; 
and  luneau  Area  for  all  lands  within 
downtown  )uneau  (i,e,,  Juneau  voting 
precincts  1,  2,  and  3), 

13.  In  addition  to  the  .source  of  the 
per-acre  land  values,  BLM  made 
additional  changes  to  tin;  components  of 

"•42  ll..S.{;.  l.'-j!)2.'j  (2lH)li). 

"‘Id. 

-"  ( 'pdair  of  Linrar  Ilitihl-of-Way  llrnl  Schrduh;. 
7:t  I-'K  (i5.04()  (Oct.  :t1. 2tK)K). 

^ '  Srr  For  Schrduir  for  Linrar  Hi<’hls-of-\\’ay 
Anihori/.rd  on  \ational  Fon^st  Svslrin  Uinds.  T.i  l-'K 
(>l).S‘n  (N()V(!ml)(!|-  HI.  20118).  'I'Ih!  Foriisl  Service! 
iioliul  it  h:i(l  given  notice!,  in  tlie  |)re!iin)l)l(!s  tei 
HI.M'.s  |)rei|>osi!el  iinel  fiiiiil  niie!s.  tliiit  it  woiilel  iieleipl 
HLM's  re!viseiel  leie!  se-.h(!eliile!. 

--4:t  CI-'K  280li.20(l>)  (2012). 

^  ’4;i  CI-'K  2800.21  (2012). 

l’pd(dr  of  Linrar  lli<>lil-of-\Vav  llrnl  Schrdidr. 
7:i  FK  0.1040.  ill  0.1047  (2008). 


the  formula  u.sed  to  calculate  the  fee 
.schedule.  BLM  reduced  the 
encumbrance  factor  from  70  jiercent  to 
50  percent  after  it  review  of  public 
comments,  industry  jiractices  in  the 
priviite  sector,  and  the  Department  of 
the  Interior's  appraisal  methodology  for 
right-of-way  facilities  on  federal  lands.--'’ 
Bl.M  revi.sed  the  fixed  rate  of  return 
downward  from  0.41  ])ercent  to  5.27, 
which  it  stated  was  the  most  recent  10- 
year  average  (1998-2007)  of  the  30-year 
and  20-year  Treasury  bond  yield  rate.-" 
To  stay  current  with  infiatioiiary  or 
deflationary  trends,  BLM  ajiplied  an 
annual  adjustment  fac;tor,  which  is 
currently  1.9  jiercent,  to  the  per-acre 
rental  rate  in  the  fee  schedule  for  all 
years  in  a  10-year  period  excejit  the  base 
year.^^  The  annual  adjustment  factor  is 
liased  on  the  average  annual  change  in 
the  Implicit  Price  Deflator  for  the  Gross 
Domestic  Product  (IPD-GDP)  for  the  10- 
year  period  immediately  jireceding  the 
year  that  the  NA.S.S  Census  dtita  become 
available.-**  The  BLM  rule  nnikes  clear 
that  the  fee  schedule  is  the  only  basis 
for  determining  an  annual  rental  fee  for 
rights-of-wav  on  federal  lands.-" 

14.  On  Feliruarv  17,  2009,  the 
Commi.ssion  issued  notice  (February  17 
Notice)  of  the  2008  BLM  fee  schedule 
that  had  been  created  from  the  revi.sed 
methodology,  as  it  had  done  for  every 
ainnial  update  to  the  1987  fee 
schedule.  *"  Because  of  the  land  viilue 
revisions  and  methodology  adjustments 
in  response  to  EPAct  2005,  the  2008 
BLM  fee  schedule  resulted,  in  some 
cases,  in  significantly  higher  annual 
charge  as.ses.sments  for  Commi.ssion 
licensees."' 

15.  On  March  0.  2009,  a  grouji  of 
licensees  retpiested  rehearing  of  the 
February  17  Notice,  which  the 
Commission  denied."^  The  licensees 

at  ()1.()47. 

'^“Id.  at  ()1.l)4!l.  A  calculation  ol  llio  10 -yiiar 
avoragi!  of  Iho  .'lO-yoar  and  20-yoai-  Tniasnry  hond 
yield  rato.s  for  1098-2007  nisnils  in  a  rate  of  i-olnin 
of  1.77  |)i!i-c(!in. 

Id.  at  (il.OIO.  Tho  hasi!  viiar  is  llui  first  voar 
n|)dat(!d  pcir-acn!  valnos  are  applicid  based  on  the 
most  recent  NAS.S  Oeinsns  data. 

-"Tlu!  animal  adjnslineril  factor  will  hi!  updated 
ev(!ry  1 0  vears. 

If  lands  are  to  be  lransferr(!d  onl  of  fediiral 
owniirsbip.  IM.M  allows  a  right-of-way  occn|)ier  to 
snbniil  an  apprai.sal  riiporl  to  deliirmine  a  one-linii! 
riinlal  iiaymenl  for  perpetual  liniiar  grants  or 
(uisiiinenls. 

I  'pilair  of  Ihr  Frdirral  Fnrrj>v  Itrgidalon’ 
Commission's  Fis^s  Schrduir  for  Annmd  Chargrs 
for  Ihr  I  'sr  of  Covrrnmrnl  Lands.  l-'FKC  .Stats.  14 
K(!gs.  II  :n  .288  (2009):  74  I'K  8184  (l-’e!).  24.  2009). 

*'  Ilow(!ver.  a  bandfnl  of  licensees,  in 
g(!ograpbical  locations  tbrongbont  the  country,  bad 
reduced  rales. 

Upilalr  of  Ihr  Frdrrid  Fnrif’v  llrf’idaloiv 
Commission's  Frrs  Schrduir  for  Annual  Charges 
for  Ihr  Vsr  of  (lovrrmnrni  Lauds.  12!1  FFKC 
II  01.091  (2009). 
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|)(!titi()nod  for  review  of  the 
Ciommission’s  orders  in  the  United 
States  Court  of  A])j)eals  for  the  District 
of  Cohnnhia  Circuit,  tin  Jannarv  4,  2011, 
the  ("onrt  granted  the  petition  for  review 
and  vacated  the  Commission’s  Fel)rnary 
17  Notice.  *  *  Tlie  D.ti.  Ciircnit  found  that 
the  C.ommission  is  rcMjnired  hv  the 
Administrative  I’rocednre  Act  to  .seek 
notice  and  comment  on  the 
methodology  used  to  calculate  annual 
charges  because  the  (iommission's  fee 
.schedule  is  based  on  the  13LM  fee 
.schedule,  and  I3LM  made  changes  to  the 
methodology  underlying  its  fee 
.schedule. 

B.  Notice  of  Inquirv 

10.  On  February  17,  2011,  the 
Commission  i.ssued  a  Notice  of  In(|nirv 
(NOl}  .solicating  comments  on  its 
jji’ocedures  for  assessing  annual  charges 
for  the  use  of  government  lands  hv 
hydropower  licen.sees.-*’*  The  NOl 
specifically  sought  information  about 
existing  indices  that  coidd  he  used  as 
the  basis  for  establishing  annual  land 
use  charges,  the  adecpiacy  of  such 
indices,  and  how  any  new  or  modified 
propo.sed  methodology  for  calculating 
an  annual  charge  is  consistent  with  five 
objectives.  The  methodology  must  he 
uniformly  applicable  to  all  licensees 
occupying  federal  lands,  administration 
of  the  methodology  should  not  impo.se 
exorbitant  costs  on  the  (Commission,  the 
methodology  should  not  he  subject  to 
review  on  an  individual  ca.s(!-l)y-ca.se 
basis,  the  methodologv  must  reflect 
rea.sonahly  accurate  land  valuations, 
and  the  methodology  should  avoid  an 
unreasonable  increase  in  the  ])rice  to 
consumers  of  power.  *^’ 

17.  In  re.spon.se  to  the  NOl,  comments 
were  filed  by  eight  entities  representing 
licensees,  indn.stry  trade  groups,  and 
federal  agencies.  No  commenters  offered 
an  alternative,  existing  index  to  the 
NASS  Census  identified  in  the  NOl  to 
determine  jjer-acre  rental  rates  hv 
county.  Instead,  most  commenters 
pro])o.sed  modifications  or  adjustments 
to  the  values  and  comj)onent.s  in  the 
2008  I3LM  fee  schedule. 

18.  The  Fonist  Service  recommended 
adoption  of  the  2008  BLM  fee  schedule 
hecan.se  it  would  result  in  consistent 
apj)Iication  of  linear  right.s-of  way  rental 
values  anu)ng  federal  agencies,  parity  in 
rental  rates  for  projects  licensed  or 
exempted  from  licensing  under  the  FFA, 
and  reduced  administrative  burden 

CAtv  (>1  Idaho  Falls.  UUdw  v.  FFIKI.  (i2!l 
222  (D.C.  Cir.  2011). 

'*■*  Annual  Cliar"us  for  I  ’so  of  CovornnwnI  Lands. 
i;i4  I'KRCIlOl.lll  (2011). 

Id.  V  10. 


hecan.se  BLM  maintains  and  updates  the 
fee  schedule,  with  periodic  revisions. 

10.  One  commenter  sugge.sted  that 
even  though  BLM  and  Forest  Service 
have  ujidated  their  fee  schedules,  for 
hydropower  licensees,  the  Commission 
should  retain  the  1087  fee  .schedule 
with  annual  adjustments  for  inflation. 

20.  A  number  of  commenters 
recommended  reducing  the  NASS 
Census  jier-acre  land  values  for  counties 
(or  other  geographic  regions}.  The 
])roffered  .suggestions  included  reducing 
the  NA.SS  Census  land  values  by  .lO 
percent,  rather  than  the  20  percent 
reduction  incorporated  into  the  BLM  fee 
schedule,  rejecting  the  zone  system 
implemented  hv  BLM,  or  using  the 
“jiastnreland”  values  from  the  NASS 
(Census,  which  commenters  advocated 
would  result  in  reduced  land  values.  A 
numher  of  commenters  also  advocated 
for  an  opjiortnnity  for  licensees  to 
conduct  individual  ap]irai.sal.s  to 
indeiiendently  determine  the  fair  market 
value  of  the  federal  lands  occnjiied  by 

a  hydrojiower  project,  hut  one 
commenter  objected  to  individual 
ai)])raisal.s  on  a  ca.se-hy-case  basis 
because  of  the  ])otential  for  increased 
co.sts  in  the  administration  of  Fart  1  of 
the  Fi^A.  *'*  (iommenters  also 
recommend(;d  reducing  the 
encumbrance  factor  significantly  to 
reflect  the  fact  that  ))roject  lands  often 
incorporate  multiple  uses,  many  of 
which  benefit  the  j)nl)lic  at  a  cost  to  the 
licensee. 

21.  Ciommenters  objected  to  the 
(Commission’s  longstanding  ))ractic:e  of 
automatically  doubling  the  linear  rights- 
of-way  fee  for  non-transmission  line 
project  lands.  Some  commenters  also 
propo.sed  specific  adjustments  to  the 
rate  of  return  and  annual  adjustment 
factor  components  of  the  annual  fee 
calculation.  Several  commenters 
re(]uested  that  the  annual  fee  resulting 
from  any  new  methodology  he  ])hased- 
in  or  discounted  initially. 

C.  Notice  of  Proposed  Buleinciking 
(NOPB) 

22.  In  the  NOFR,  the  Commission 
proposed  to  adopt  the  2008  BLM 
methodology  for  creating  a  fee  schedule, 
with  some  modifications,  to  a.sse.ss 
annual  charges  for  the  use,  occuj)ancy, 
and  enjoyment  of  federal  lands  by 
hvdro]5ower  licensees. •*7  Like  the 

"'Till!  aniumi  (:liar*;t!  lor  use  ol  "DviMiiinonl  laiul.s 
is  Diu!  (:oni|)i)n(!nt  ol  a  licansao's  annual  uhar^os. 
Anollior  i:oin|)on(inl  of  Ihu  annual  ohaif^o  is  llu: 
(ioinmission's  costs  for  adininistorin”  I'aii  I  of  Ihu 
Fl’A.  which  arc  allocated,  with  certain  exce))tions. 
aniline  licensees  and  e,\eni|)tees  accordiiif’  to 
installed  capacity.  Sea  IHCTR  fl.1  (2012). 

Annuat  Chai-gas  for  the  Use  of  (lovarnnwnt 
Uinds.  KKRC,  .Stats,  Rees  1|  .■f2.(i84;  i:f7  I'KRC 
11 01.13!)  (2011). 


methodology  .set  forth  in  the  2008  BLM 
rule,  the  formula  jiroposed  in  the  NOFR 
had  four  components:  (1}  An  average 
per-acre  land  value  by  county,  ha.sed  on 
the  "land  and  buildings’’  category  from 
the  NASS  Census;  (2}  an  encnmhrance 
factor  of  .'ll)  percent;  (3}  a  rate  of  return; 
and  (4}  an  atimtal  adjttstment  factor. 

23.  The  Commission  |)roposed  to  use 
this  formula  to  create  its  own  schedule 
because  it  agreed  with  the  underlying 
premi.se  of  the  change  in  the  BLM  fee 
.schedule  that  the  1987  fee  schedule  no 
longer  reflected  fair  market  land  values. 
Thus,  the  NOFR  projio.sed  to  u.se  the 
NASS  Censu.s — the  only  index  preferred 
by  commenters — which  includes  land 
values  from  around  the  country  as  a 
basis  for  the  jier-acre  land  values. 
However,  the  Commi.ssion  agreed  with 
commenters  that  BLM’s  “zone  system” 
inflates  the  values  of  all  counties  in  a 
zone  except  the  highest  valued  county. 

24.  Except  for  rejecting  the  zone 
.system,  the  Commission  propo.sed  to 
adopt  all  other  asjfects  of  the  BLM 
methodology  for  producing  a  fee 
.schedule  to  assess  rental  rates  for  the 
use  of  federal  lands,  including  the 
encnmhrance  factor,  the  rate  of  return, 
the  annual  adjustment  factor,  and 
assignment  of  non-county  geogra])hical 
areas  in  Alaska  and  Fnerto  Rico. 

25.  The  propo.sed  rule  elimi)iated  the 
Commi.ssion’s  longstanding  practice  of 
donhling  the  fee  .schedule  rate  for  non- 
transmi.ssion  line  lands.  In  piomulgating 
the  1987  fee  .schedule,  the  Forest 
Sei’vice  indicated  that  its  methodologv 
at  the  time  was  intended  for 
Iransmi.ssion  line  rights-of-way.  and  its 
market  value  figures  reflected  .stri]).s  of 
land  u.sed  for  limited  purposes,  hut  that 
reservoirs,  streamheds,  and  other  tvj)ical 
hydropower  sites  should  have  a  higher 
value.  *'*  In  contrast,  the  land  values  in 
the  formula  propo.sed  in  the  NOFR  are 
based  on  the  NASS  Censu.s,  which  is  a 
survey  of  land  values  for  areas  of  land 
rather  than  stri])s  of  land  u.sed  for 
limited  purposes.  Thus,  as  propo.sed  in 
the  NOFR.  it  would  no  longer  he 
nece.ssary  to  double  the  fee  .schedule  for 
nou-linear  strips  of  land. 

28.  The  propo.sed  rule  dill  not  include 
a  graduated  phase-in  period  for  the  new 
fee  .schedule. 

II.  Discussion 

/A.  Part  I  I  Pee  Schedule 

27.  In  this  Final  Rule,  the  Commission 
adojits  a  methodologv  for  creating  an 
annual  fee  schedule  for  the  u.se, 
occu|)ancy,  and  enjoyment  of 
government  lands  by  hydropower 
licen.sees.  and  amends  Fart  11  of  its 

'"Oritur  No.  4(i!).  KRRC  Sluts.  K  Ri!»s.  1|  30.741  ill 
:i()..'i8!)  (1087). 


5260 


Federal  Register /Vol.  78,  No.  17/Fri(lay,  January  25,  201 3 /Rules  and  Regulations 


regulations  accordingly.  This 
methodology  is  largely  based  on  the 
methodologv  j)roj)osed  in  the  NOPR, 
which  in  turn  is  ha.sed  on  the 
methodology  exi)ounded  in  the  2008 
13LM  rule  adopting  an  ujidated  fee 
schedule  for  linear  rights-of-way. 

28.  The  fee  .schedule  will  he  based  t)n 
a  formula  with  four  in])uts;  (1)  An 
adjusted  j)er-acre  land  value  by  county 
or  geogra])hic  area;  (2)  an  encumbrance 
factor;  (3)  a  rate  of  r(;turn;  and  (4)  an 
annual  inllation  adju.stment.  The 
jmxluct  of  the  formula's  components 
will  residt  in  a  fee  for  each  county  or 
geographic  area  and  will  he  noticed  and 
]nd)iished  annually  as  a  fee  .schedule  in 
Appendix  A  to  Part  11  of  the 
Commi.ssion’s  regulations.  The 
(Commission  will  compute  a  licensee’s 
annual  charge  for  the  use  of  government 
lands  by  multij)lying  the  apiilicahle 
county  or  geographical  area  fee  in  the 
f(!e  schedide  by  the  number  of  federal 
acres  reported  by  a  licensee. 

1.  Projects  Occnpving  Multiple 
("ounties.  States,  or  Cleographical  Areas 

29.  Sciveral  commentcns  recpuisted 
clarification  regarding  the  ajjplication  of 
the  fee  schedide  to  hydropower  jirojiicts 
that  occnj)y  multijile  comities.  If  a 
licensed  jiroject  occujiies  multijile 
counties,  states,  or  geographical  areas, 
the  Commission  will  jierform  a  sejiarate 
cah  ulation  for  the  proportional  amount 
of  acres  in  each  county,  state,  or 
geograjihical  area. As  discussed  more 
fully  hidow,  this  includes  proportional 
apjilication  of  the  .state-specific 
reduction  to  remove  the  value  of 
irrigated  lands  from  the  value  of  all 
farmlands  rejiorted  in  the  NASS  Census. 

2.  Transmi.ssion  Line  Acres 

30.  This  Final  Rule  retains  the 
NOPR’s  projiosal  to  eliminate  the 
C.ommission's  practice  of  doubling  the 
fee  .schedule  rate  for  non-transmission 
line  lands.  In  other  words,  all  federal 
hydropower  jiroject  lands  will  he 
charged  at  the  fee  schedide  rate. 

31.  A  numher  of  commenters  agreed 
with  the  (Commission’s  jirojio.sal  to 
eliminate  its  longstanding  jiractice  of 
automatically  doubling  the  linear  fee 
schedide  rate  for  non-transmission  line 
lands  (i.e.,  non-linear  acres).  However. 
Pacific  (Cas  and  Electric  (Comjiany 
(PC&E)  commented  that  the 
C.ommi.ssion  should  reduce  a  licen.see’s 
charges  under  the  Final  Ride  by  .50 


‘''■rl)r()iif«lu)iil  tliis  ordtir.  iiny  roldrcdice  to  a 
county  or  stain  also  a|)|ilins  to  tlin  r(!»ions  toi  nuid 
■■^oof’iaphical  areas."  nv(Mi  il  this  term  is  not 
explicitly  u.sckI. 


jiercent  for  federal  lands  iKaaijiied  by 
transmission  lines  and  similar  jiroject 
works  (e.g.,  roads)  hecause  the  rationale 
for  the  (Commi.ssion’s  decision  to  reject 
doubling  of  the  annual  fee  for  the  use  of 
government  lands  dictates  that  the 
(Commission  accordingly  reduce  the 
charges  when  they  are  ajijilied  to 
transmission  lines. 

32.  We  di.sagree.  As  exjilained  above, 
from  1942  to  1988,  the  (Commission 
useil  a  national  jier-acre  average  hind 
value  as  the  basis  for  as.se.ssing  rimt  for 
the  use  of  government  lands. 

Throughout  this  jieriod,  the 
(Commission  adojited  the  view  that  fees 
for  right-of-way  usage  of  federal  lands 
would  he  less  than  those  for  other 
Jiroject  uses  because  land  so  used 
remained  available  for  multijile  uses."*" 

In  adojiting  a  new  methodology  for 
creating  a  fee  schedule  for  the  use  of 
government  lands  in  1988,  the 
Commission  considered  whether  to 
eliminate  the  jiractice  of  charging  a 
lower  rate  for  the  use  of  federal  lands 
occujiied  by  transmission  lines  than  for 
lands  occujiied  by  other  jiroject 
features.^'  The  Forest  Service 
commented  that  its  methodology  was 
intended  for  transmi.ssion  line  right.s-of- 
way,  its  market  value  figures  reilected 
strijis  of  land  used  for  limited  jiurjioses, 
and  therefore  it  suggested  that 
re.servoirs,  streamheds,  and  other  tyjiical 
hydrojiower  sites  should  have  a  higlier 
rental  value.^-  Thus,  in  adojiting  the 
1987  fee  schedule,  the  Commission 
found  that  the  Forest  Service’s  and 
BLM’s  methodology  was  “the  /le.s/ 
approximation  available  of  the  value  of 
lands  used  for  transmi.ssion  line  rights- 
of-way,’’  ajijilied  the  1987  fee  schedule 
rate  for  transmission  line  lands,  and 
doubled  this  rate  for  other  hydropower 
sites,  hecause,  while  the  existence  of 
tran.smission  lines  did  not  comjiletely 
jireclude  other  uses,  features  such  as 
dams  and  jiowerhouses  did."*'* 

33.  Both  jirevious  methodologies  (i.e., 
the  national  jier-acre  average,  and  the 
1987  fee  .schedule  ha.sed  on  surveys  of 
linear  rights-of-way)  were  estimates  of 
the  value  of  lands  occujiied  by 
hydrojiower  jirojects  based  on  the  data 
availatile  at  that  time.  Thus,  in  adojiting 


(‘.{i..  (Irdiii-  No.  .son.  5(i  F.IM;.  :iK(i0  (H)7(i). 
■"  llrvisions  to  ilw  Hilling  Pmrodtnvs  for  Anniiol 
(ihorgns  for  Aclminiulrring  Port  I  o  f  the  Podorol 
Powar  Act  and  to  I  ho  Molhoilologv  for  Assossing 
Podorol  Ijind  Vso  Cduirgos.  .11  l''K  211  (liiniiarv  2. 
lOKli).  M;K(;  .Slats.  Kogs..  l’n)])osi!(l  Kogiilations 
11:13.278.  at  33.282  (l<18li). 

'-(Inlor  No.  4(i<l.  MIKC  Slats.  Rugs.  1l  30.741  at 
30..S88  (1087). 

Id.  ((!in|)l)asis  added). 


the  1987  fee  .schedule,  it  was  rea.sonahle 
for  the  (Commission  to  attemjit  to 
account  for  the  jiresuinjition  that  more 
uses  could  he  jiermitted  on  linear  rights- 
of-way  than  on  other  hydrojiower  sites 
and  till!  attendant  jiresnmjition  that  the 
lands  underlying  linear  rights-of-way 
tire  of  lesser  value  than  the  lands 
underlying  other  hydrojiower  sites. 

34.  However,  we  find  that  this 
conflates  two  asjiects  of  the  formula  for 
creating  the  fee  schedule.  The  extent  to 
which  a  hvdrojiower  facility  encainbers 
federal  lands,  or  jireclndes  other  uses  on 
such  lands,  is  reflected  in  the 
encumhrance  factor  comjionent  of  the 
formula.  As  discussed  below,  this  Final 
Rule  reduces  the  encumlirance  factor 
from  70  jiercent  (the  encumhrance  factor 
used  in  the  1987  fee  schedule)  to  50 
Jiercent,  which  lowers  the  rent  for 
licensees,  in  recognition  of  the  various 
degrees  of  encumhrance  caused  by 
different  hydrojiower  facilities  (e.g., 
jiowitrhouses,  dams,  re.servoirs,  roads, 
jienstocks,  or  transmi.ssion  lines), 
ilowever,  the  tmderlying  land  value 
comjionent  of  the  formula  is 
indejiendent  of  the  tyjie  of 
infrastructuri!  (transmi.ssion  line, 
reservoir,  jienstock,  road)  occujiying  the 
land.  The  sjiecificity  and  detail  of  the 
NASS  Census  allows  the  C.ommission  to 
more  accurately  value  jiarcels  of  land  in 
jiarticular  counties  or  geograjihic  areas. 
Thus,  it  is  no  longer  necessary  to  rely 
on  the  “best  ajijiroximation  available,” 
and  the  attendant  estimated  adjustments 
to  discount  lands  jierceived  to  have 
differing  degrees  of  encumhrance. 
Accordingly,  the  Final  Rule  makes  this 
distinction  and  eliminates  the 
rudimentary  jiractice  of  simjily  douhling 
the  linear  fee  .sc:hedule  rate  for  non- 
transmission  line  lands. 

3.  Phase-In  Period 

35.  The  NOPR  did  not  jiropose  to 
include  a  jihase-in  jieriod  for  the  new 
.schedule  of  annual  charges  hecause 
licensees  have  been  on  notice  since 
is.snance  of  the  2008  BLM  rule  that  the 
fee  .schedule  would  he  ujidated.  In 
resjionse  to  the  NOPR,  six  commenters 
requested  a  25  jiercent  reduction  in  the 
anntial  charge  calculated  under  any  new 
methodology  hecause  of  the  anticijiated 
higher  rates  that  may  result  from  the 
lunal  Rule.  Because  of  the  uncertainty 
about  the  actual  rates  that  would  be 
charged  under  the  new  fee  schedule,  we 
iigree  that  a  25  jiercent  reduction  in  the 
annual  charge  for  the  use  of  government 
lands  will  he  ajijilied  to  all  licensees  for 
the  first  vear  under  this  rule. 
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B.  Conipontinis  ofthti  Fee  Schedule 
1.  l^;r-A(:r(!  Land  Value 

3().  The  N(1FR  proposed  to  base  the 
j)(!r-aor(!  land  value  ou  the  appliealjle 
county  “laud  and  huildiugs”  category'’ 
Iroiu  the  NASS  (leusus,  adjusted 
downward  Iw  20  percent  to  remove  the 
value  of  irrigated  lauds  and  huildiugs, 
and  updated  with  current  laud  values 
from  the  NAS.S  (Census  everv  five  vears. 
This  Final  Rule  changes  the  adjusimeut 
downward  in  the  proposcnl  ])er-acre 
value  to  a  state-specific  reduction  that 
removes  the  value  of  irrigated  lauds  ou 
a  state-hy-state  basis  rather  than  a 
national  basis,  plus  a  seven  percent 
reduction  to  remove  the  value  of 
buildings  or  other  improvements. 

37.  The  NASS  Census  is  conducted 
every  five  years  and  there  is  an  18- 
mouth  delay  before  NASS  publishes  the 
Census  data.  The  2008  BLM  rule 
incorporates  another  18-mouth  delay  to 
allow  notice  of  any  changes  in 
applicable  land  values.  Tliis  Final  Rule 
adopts  the  NCPR’s  j)roposed  schedule, 
which  is  consistent  with  BLM’s 
implementation  of  its  rule,  rhus,  the 
Commission’s  2011-2015  fee  .schedules 
will  he  based  on  data  from  the  2007 
NASS  (i(!nsus,  the  2010-2020  fee 
.schedules  will  he  based  on  data  from 
the  2012  NASS  Cen.sus,  the  2021-2025 
fee  schedules  will  he  based  on  data  from 
the  2017  NASS  (iensns,  and  so  on. 
State-.s])ecific  adjustments  to  the  per- 
acre  land  value  will  he  j)erforme(l  in  the 
first  year  that  the  most  recent  NASS 
Cen.sus  data  are  used  in  the  formula, 
and  remain  the  same  until  the  next 
round  of  NASS  Cen.sus  data  are  used. 

38.  To  determine  the  downward 
adjustment  of  20  percent  to  the  per-acre 
land  and  buildings  value.  BLM 
consulted  with  NASS  on  an  apj)ropriate 
methodology  to  reduce  the  average  j)er- 
acre  land  and  building  value  by  an 
amount  that  reflects  the  value  of 
irrigated  cropland  and  land  encumbered 
by  huildiugs.-"'  NASS  adviseil  Bf.M  that 
this  calcidation  could  he  accomplished 
by  comparing  the  total  value  of  irrigated 
acres  and  the  acres  in  the  “other” 
category'^  to  the  total  value  of  all 


■'■'Tlu!  '‘land  and  huildiiiHs"  (,alc!<>()rv  is  a 
coinbinalion  ol  all  llu:  land  (:at(!”ori(!s  in  llu;  NA.S.S 
(anisiis.  and  incindos  (:n)|)lands  (iirigaliid  and  nnn- 
irnf>al(!d).  paslundand/ran^tdand.  woodland,  and 
‘■ollu!i'‘'  (roads,  ponds,  wastoland.  and  land 
liiuaiinhorcal  liy  non-coininincial/non-rosidimtial 
buildings). 

■'■’'rwunty  |)(!n;(!nl  is  tbu  sum  of  a  IS  iiorcunt 
nuluction  to  i'(!nH)vi!  Ibn  vaha;  of  irrigalial  lands 
bas(!d  on  national  avuragus  and  a  7  |)i!n:unl 
roduction  to  rumovi!  tlio  valuo  of  lands  in  tbu 
"olbur"  catogory.  which  include  buildings  and 
improvianonfs. 

"■73  FK  (i.'>()4U.  at  (i.S043  (2()0«). 

'*^'rhi!  “other"  category  includes  all  improved 
land  or  land  encumbered  by  buildings. 


farmland  acres.  This  resulted  in  a  13 
l)ercent  reduction  for  all  irrigated  acres 
and  a  seven  percent  reduction  for  all 
lands  in  the  “other”  category,  for  a  total 
20  percent  reduction  in  the  per-acre 
land  vahie  to  eliminate  the  vahie  of  all 
land  that  could  possibly  he  encumhenul 
by  buildings  or  which  could  ptt.ssihlv 
hiive  been  developed,  im])roved,  or 
irrigated.-"' 

30.  In  resjKtnse  to  the  NOBR,  seven 
commenters  argited  that  the  per-acre 
county  land  values  should  he  reduced 
by  more  than  20  percent.  Several  of 
these  commenters  argued  that  such  a 
further  downward  adjustment  is 
a])i)roj)riate  because  the  lands  where 
hydropower  projects  are  located  tend  to 
he  rocky,  steep-sloped,  and  with  little 
soil,  and  therefore  of  lessen'  value  than 
“agricultural”  lands.  The  Federal  Lands 
Grouj),-"'  in  particular,  believes  the  per- 
acre  county  land  values  should  he 
reduced  by  50  jiercent  to  ndlect  the 
fundamental  difference  in  character  and 
(|uality  between  agricultural  lands  and 
hydrojiower  lands.  Placer  County  Water 
Agency  (PCWA)  argues  that  the  13 
pert:ent  reduction  for  irrigated  cropland, 
which  reflected  the  national  ratio  of 
irrigated  croplands  to  all  farmlands  in 
the  2008  BLM  rule,  should  he  jierformed 
individually  for  each  stati;  hecau.se  the 
value  of  irrigated  lands  relative  to  all 
farmlands  varies  drastically  from  state 
to  .state.  Similarly,  Idaho  Power  argues 
that  a  blanket  20  percent  reduction  is 
ine(]uitahle  and  overestimates  the  per- 
acre  land  value  in  the  states  with  a  large 
jjercentage  of  irrigated  cropland. 

40.  We  agree  with  PCWA  and  Idaho 
Power  that  the  u.se  of  a  national  ratio  to 
remove  the  value  of  irrigated  lands  from 
the  per-acre  countrv  value  is 
disproj)ortionate.  In  this  Final  Rule,  the 
per-acre  value  by  countv  or  other 
geograjjhic  area  will  he  reduced  by  a 
state-spec;ific  factor  to  remove  the  value 
of  irrigated  lamls  from  the  per-acre  land 
value.  This  will  he  accoinjilished  hv 
comparing  the  total  value  of  irrigated 
lands  in  each  state  to  the  total  value  of 
all  farmlands  in  each  state.  For  all 
counties  or  geographical  areas  within  a 
])articnlar  .state,  the  j)er-acre  land  value 
will  he  reduced  by  this  state-specific 


■>“73  FK  (i.'-.()4().  at  (i.'-.()43  {2ll()»). 

■•‘''riu!  Fi!(l(!ial  l.an(t.s  (Iron))  is  composed  (it  Iho 
Ibllowing  licoiisiHis:  Bradhjy  l,ak(!  I’rojacI 
Maiiagamiml  Commillai!:  City  of  Idaho  Falls.  Idaho: 
{iily  of  .Soaltlo.  Washington:  City  and  Horongb  of 
.Sitka.  Alaska:  City  of  Tacoma,  Washington:  FI 
Dorado  Irrigation  District:  F;ng(m(!  Water  and 
Floctric  Hoard:  I’acififiorp:  Fort  land  Ccncral  Idoctric 
Com|)any:  Fnblic  Utility  District  No.  1  of  Chelan 
(ionnty.  Washington:  Fnget  .Sound  I'aiergy.  Inc.: 
Sacramento  Municipal  Utility  District:  Fnblic 
Utility  District  No.  1  of  .Snohomish  Conntv: 
.Southeast  Alaska  Fower  Agency:  Kodiak  Filectric 
Association:  and  'I’nrlock  Irrigation  District. 


ratio  to  remove  the  value  of  irrigated 
lands.  This  state-specific  reduction  will 
h(!  perfoniKid  every  five  years,  or  on  the 
same  schedule  as  the  introduction  of  the 
tipdated  NASS  Census  valites.’"’ 
Appendix  A  to  this  order  includes  a 
table  demon.strating  this  calculation  for 
each  state  under  the  2007  NASS  (kmsus. 
For  each  suhsetjuent  NASS  Census,  a 
table  identifying  the  state-specific  factor 
will  h(!  available  on  the  Commission's 
Web  site. 

41.  In  its  2008  rule.  BLM  sjjecifically 
consulted  with  NAS.S  on  an  aj)j)ropriate 
methodology  to  reduce  the  average  per 
acre  “land  and  buildings”  category  by 
an  amount  that  reflects  the  value  of 
irrigated  crojiland  because  BLM-  and 
Fore.st  .Service-administered  lands 
generally  do  not  include  the.se  land 
categories.  We  agree  with  this 
assessment  and  concur  that  hvdropow(;r 
projects,  particularly  tho.se  occupving 
BLM-  and  Fore.st  .Service-admini.stered 
lands,  generally  do  not  include  irrigated 
croplands. Tlnis,  it  is  reasonable  to 
remove  the  value  of  irrigated  cro|dand.s 
from  the  per-acre  county  land  value 
assessment  in  the  NA.S.S  Census. 
Furthermore,  using  a  .state-specific  ratio 
to  remove  the  increased  value  of 
irrigated  lands  from  the  per-acre  county 
land  values  results  in  a  fairer 
repre.sentation  of  the  value  of  county 
lands.  Commission  .staff  found  that 
pfM’forming  such  a  calculation  everv  five 
years  is  admini.stratively  feasible. 
Therefore,  in  the  Final  Rule,  the  ])er- 
acre  land  value  from  the  NA.S.S  Census’ 
“land  and  buildings”  category  will  he 
adju.sted  individually  for  each  state. 

42.  Once  this  percent  is  determined 
for  each  state,  the  jjer-acre  land  value 
will  he  reduced  by  an  additional  seven 
percent.  According  to  the  BLM  rule,  the 
additional  seven  percent  reduction 
reflects  the  value  added  to  the  “lands 
and  buildings”  category  by  buildings 
and  other  improvements,  as  reflected  in 
the  “other”  category.  In  its  rule.  BLM 
acknowledged  that  seven  ])ercent  was 
likely  a  slight  overestimate,  hut  that 
neither  it  nor  NA.S.S  knew  of  anv  wav 
to  .separate  out  the  components  of  the 
“other”  category,  which  included 


‘■"Till!  2007  .NA.S.S  (;i!iisii,s  will  bv  iippliciibli! 
tbroiigb  2015.  diila  IVom  llm  2012  NA.S.S  Cimsus  will 
apply  baginning  in  2010.  data  from  tlm  2017  N.A.S.S 
Consns  will  apply  boginning  in  2021.  olc. 

llowiwor.  Ibis  is  not  always  Ibi!  caso. 
('.ommonlors  focusod  oxolusivoly  on  liconsod 
bydro))owor  projocis  in  Iho  woslorn  Unilod  Slalos 
lo  argiii!  Ibal  hydro|)owor  lands  aro  olliiii  on  sloop, 
rocky,  and  .soilloss  lands  lhal  aro  lundamonlallv 
dilToronl  Iban  agriculinral  lands.  This  is  somolimos 
Ibo  caso,  bill  il  is  akso  Irno  lhal  many  liconsod 
hydropowor  ro.sorvoirs  aro  localiul  in  Iho  boarl  of 
agricnilural  areas.  Tlioroforo.  wo  di.sagroo  wilh  Ibo 
a.ssorlion  lhal.  by  Iboir  vory  nalnri!.  lands  iisod  for 
hydroiiowor  projocis  aro  fundamonlally  difforoni 
from  Ihoso  usod  for  agrii:ulluro. 


5262 


Federal  Register/ Yol.  78,  No.  17 /Friday,  )anuary  25,  201 8 /Rides  and  Regulations 


buildings  and  other  ini])r{)venients,  l)ut 
also  included  wastelands.  13ecau.se  no 
coiniuenters  olTered  a  viable  criticjiie  or 
alternative  to  the  calculation  for  the 
seven  percent  reduction  to  remove  the 
value  of  buildings  and  improvements, 
we  nitain  and  find  reasonable  this 
reduction  as  j)resented  in  the  13hM  rule. 

a.  Per-Acre  Land  Values  for  Alaska 

43.  In  till!  NOPR,  the  (kimmissiou 
projiosed  to  retain  HLM’s  aj)])roach  to 
Alaska  jier-acre  land  values  such  that 
lands  in  Alaska  would  he  designated  as 
jiart  of  one  of  the  NASS  (iensus 
geographic  area  identifiers.  Under  thi! 
2008  I3LM  rule,  the  Aleutian  Islands 
Area  includes  all  lands  within  the 
Aleutian  Islands  chain;  the  Fairbanks 
Area  includes  all  lands  within  the  13LM 
Fairbanks  District  boundaries:  the  Kenai 
Peninsula  Area  includes  all  lands 
within  the  BLM  Anchorage  District 
excluding  the  Aleutian  Islands  Chain, 
the  Anchorage  Area,  and  the  Juneau 
Area:  the  Anchorage  Area  for  all  lands 
within  the  Munici])ality  of  Anchorage, 
and  the  luneau  Area  for  all  lands  within 
downtown  luniiau  (i.e.,  voting  ])recinc.ts 
1.  2,  and  3).  (Currently.  Ckmnnission- 
licensed  projects  occupving  federal 
lands  are  located  only  in  the  Kenai 
Peninsula  Area,  as  defined  above, 
although  there  are  outstanding 
preliminary  jiermits  for  projects  that 
would  occu])y  federal  lands  in  the 
Fairbanks  Area. 

44.  A  number  of  commenters  argued 
that  Alaska  should  he  as.sessed  a  per- 
acre  .statewide  value,  which  is  also  a 
category  rejiorted  by  the  NASS  Census. 
Commenters  asserted  that  regional 
values  for  Alaska  are  inajipropriate 
hecau.se  Alaska  does  not  n.se  the 
administrative  designation  of  countv, 
the  number  of  farms  surveyed  for  the 
NASS  Census  in  the  entire  state  of 
Alaska  is  less  than  the  numher  of  farms 
surveyed  in  most  counties  in  the  lower- 
48  states,  and  certain  per-acre  land 
values  near  Anchorage  and  Juneau  are 
very  high  and  result  in  a  substantial 
increase  in  annual  charges  for  the  use  of 
government  lands  by  hydropower 
licensees.  Despite  these  objections  and 
concerns,  commenters  offered  no 
explanation  as  to  why  it  was 
appropriate  to  use  a  statewide  value  for 
Alaska,  hut  not  the  smalle.st  NASS 
Census  defined  area,  which  in  Alaska's 
case  is  the  geograjihic  area  identifier. 

45.  This  Final  Rule  retains  the 
projjo.sal  in  the  NOPR,  hut  clarifies  that 
the  Anchorage  Area  and  the  jnneau 
Area  will  not  he  u.sed  to  as.sess  annual 
charges  for  the  use  of  government  lands 
hi'cause  these  high,  urhan-hased  rates 
would  not  rea.sonahly  reflect  the  value 
of  government  lands  on  which 


hydro])ower  projects  are  located. 

Thus.  for  pnr])oses  of  determining  a  per- 
acre  land  value,  projects  in  Alaska  will 
hi!  as.se.ssed  the  Aleutian  Islands  Area 
per-acre  land  value*  if  located  in  the 
Aleutian  Islands  Chain,  the  Fairbanks 
Area  per-acre  land  value  if  located  in 
the  Fairbanks  13LM  district,  or  the  Kenai 
Peninsula  Area  land  value  if  located  in 
the  Anchorage  I3LM  district,  hut 
excluding  the  Aleutian  Islands  Area.  As 
with  the  other  .states,  the  Alaska  per- 
acre  geographic  area  values  will  he 
reduced  to  remove  the  value  of  irrigated 
lands  and  building  or  iminovements. 

4().  While  the  NA.SS  (kmsns  is  based 
on  farmland  values — which  include 
pa.sturelands,  woodlands,  and  other 
wastelaniks — and  there  is  a  low 
concentration  of  farms  in  Alaska,  the 
NASS  Census  remains  a  useful 
indication  of  land  values.  Even  under 
the  1987  fee  schedule,  jirojects  in 
Alaska  were  charged  a  unique  rate  that 
was  not  the  result  of  surveyed  lands. 
Because  this  rate  was  artificially  low. 
the  current  adjustment  is  aligning 
Alaska’s  charges  with  the  methodology 
applied  to  all  other  licensees. 
Furthermore,  in  adopting  a])plication  of 
the  NA.SS  Census  values  for  the  Alaska 
geograj)hical  areas,  BLM  found  that  the 
fee  schedule  rates  under  the  formula 
promulgated  in  its  2008  rule  are 
consi.stent  with  the  general  feeschednle 
previously  developed  by  the 
llejiartment  of  the  Interior’s  Appraisal 
.Services  Directorate,  Alaska,  for  the 
BLM  and  the  ll.S.  Fish  and  Wildlife 
.Service.  Thus,  while  the  increase  to 
Alaska  licensees  in  annual  charges  for 
the  use  of  government  lands  may  seem 
significant,  this  is  in  large  jjart  due  to 
the  arhitrarilv  low  rate  as.ses.sed  under 
the  1987  fee  schedule.  No  commenters 
have  proferred  a  meaningfid 
justification  for  treating  federal  lands  in 
Alaska  any  differently  from  federal 
lands  admini.stered  by  the  .same  land 
management  agencies  throughout  the 
country. 

1).  Per-y\cre  Land  Values  for  Puerto  Rico 

47.  Except  for  excluding  the  use  of 
BLM’s  zone  sy.stem,  the  NOPR  propo.sed 
to  ado])t  all  oilier  asjiects  of  the  2008 
BLM  rule  with  respect  to  the 
com|)onents  of  the  formula  for  creating 
a  fee  schedule.  Under  the  2008  BLM 
schedule,  the  Forest  .Service  jiropo.sed  to 
use  .$.1,800  as  the  ])er-acre  land  value  for 
projects  occu living  Forest  .Service  lands 


,'\s  nol(f(l.  ail!  nil  Ciiinniissiiin-liciinsiiil 
|iri>ji!i:ts  in  Ihiisi!  ^oo^rapliic  ariias.  as  iliinniiil  in  llu! 
2lll)K  151, M  l  ull!.  lli)ivi!vi!i'.  i!Vi!n  il  lliiiri!  wnri! 
|)riiji!i:ls  in  lliu.si!  lonaliiins  in  till!  Intiiri!.  such 
projects  woiilil  1)1!  assi!ssi!il  annual  cliarf>i!S  lor  thi) 
usi!  ol4;ovi!rnini!nt  lands  using  the  Kenai  I'eninsnla 
per-acre  value. 


in  Puerto  Rico.^’ '  which  is  the  NASS 
average  farmland  value  for  the  entire 
Commonwealth  Puerto  Ric.o. 

48.  No  comments  went  received 
regarding  the  application  of  the 
propo.sed  rule  to  Puerto  Rico.  We  find 
the  Forest  .Service’s  ])roposal  reasonahle 
because  Puerto  Rico  has  no  counties, 
and  the  NA.S.S  Census  surveys  do  not 
convey  the  same  information  in  the 
same  units  and  categories  as  tho.se 
pre.sented  in  the  NA.S.S  Census  state 
tables.  The  Final  Rule  will  use  the 
NA.S.S  average  farmland  value,  adjusted 
by  20  percent  to  remove  the  value  of 
irrigated  lands  and  buildings.'’"*  as  the 
per-acre  value  component  of  the  fee 
.schedule  formula. 

c.  Individual  Ap])raisals 

49.  The  NOPR  did  not  propose  to 
allow  licensees  to  challenge  an  annual 
charge  by  presenting  independent 
ajiinaisals  based  on  the  Commission’s 
longstanding  disfavor  of  any  annual 
charges  methodology  that  would  rely  on 
individual  appraisals.  A  nnmher  of 
commenters  objected  to  this  preference 
and  recommended  that  the  Commi.ssion 
should  allow  licen.sees  to  submit 
individual  appraisals  at  a  licensee’s 
expense.  One  commenter  o])posed  the 
use  of  individual  apjiraisals  hecau.se  it 
may  increase  the  administrative  charges 
for  all  licensees. 

.10.  This  Final  Rule  does  not  include 
a  jirovision  for  inde])endent  apprai.sals. 
The  adjustments  made  to  this  rule 
ensure  that  the  annual  charges  are 
reasonahle  because  they  are  based  on  a 
market  value  index  that  surveys  down 
to  the  county  level,  adjusts  for  state- 
specific  increases  in  value  ha.sed  on  the 
ratio  of  irrigated  lands  in  each  .state,  and 
is  further  reduced  by  an  encumbrance 
factor  that  fairly  reflects  the  occiqiation 
of  federal  lands  that  are  also  used  for 
multiple  pur|)oses.  Moreover,  the  total 
amount  collected  by  the  Commi.ssion  in 
annual  charges  for  the  use  of 
government  lands  is  less  than  a  one 
percent  increase.'*'’  We  recognize  that 
for  some  licensees  the  annual  charge  for 
the  use  of  government  lands  will 


'  ‘  I’liorlii  Kii:i)  ha.s  iini!  liconsoel  pii)ji!i:l  that 
oi:i:upii!s  a|)|)ri)xiniali!lv  two  ai:ri!s  iil  laiiils  inanagai 
liy  till!  I'lira.sl  .Si!i  vii:i!.  Unili!r  tho  21)1)7  N.A.S.S 
()i!iisiis.  till!  Iiasi!  piM-acri!  land  valui!  is  ,S}5.82!). 

Till!  NA.S.S  Consus  inii)riiialiiin  ri!pi)ili!tl  liir 
I’liiirli)  Kiel)  is  not  |)i'i!Si!nti!il  in  tho  .saiiu!  units  anil 
i:ali!gi)rii!S  as  tlin  iniiinnatiiin  prnsontoil  lor  otlii!r 
.stains.  As  sncli.  it  is  not  possililn  to  |)i!iTonn  llin 
slaln-spncilic  rnilnction  to  roinovn  Ilin  valnn  of 
irrigatnil  lantls.  Tliornlorn.  this  l-'inal  Knlo  rolains 
till!  201)8  lil.M  niln's  ailjustinnnt  of  20  pnrnoni  to 
rnniovn  till!  valnn  of  irrigatnil  lands  and  liuilding 
and  iinprovninnnls  Iron)  llin  pnr-aern  land  valnn. 

Undnr  llin  1087  Inn  .sclinduln.  201  :t  nolinniions 
wnrn  nsliinaind  to  bn  .S8.227.8.')l .  lindnr  llin  final 
Kiiln.  20i:5  nolinniions  arn  nsliinatnd  to  bn 
.SIO.270.471. 
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increase.  l)ut  this  is  l)ecause  annual 
cliarges  hav(i  not  becm  u])(late(l  to  reflect 
changes  in  land  values  since  1987.'’“  VVe 
continue  to  believe  that  allowing 
individual  a])praisals  of  a  licensee’s 
lands  would  significantly  increase  the; 
(ioniinission’s  administrative  burden, 
cause  delay  in  the  final  determination  of 
annual  charges,  result  in  increased  costs 
in  the  administration  of  Part  I  of  the 
l'’PA,  and  could  lead  to  unneces.sary 
litigation. 

2.  Encumbrance  Factor 

.51.  The  NOPR  jiroposed  to  adopt  a  50 
l)ercent  encumbrance  factor. In 
resjjonse  to  the  NOPR,  a  number  of 
commenters  argued  that  the 
encumbrance  factor  shoidd  he  less  than 
50  percent  in  recognition  of  the  ])uhlic 
hemefits  and  enhancements  jjrovided  by 
hydropower  jjrojects.  Specifically,  the 
Ffuleral  Lands  Group  argues  that  the 
encumbrance  factor  should  he  30 
])ercent  to  reflect  the  actual,  j)hysical 
encumbrance  of  federal  lands,  the 
multiple,  non-])roject  uses  of  federal 
lands  at  licensed  projects,  and  the 
l)uhlic  benefits  licensees  provide. 
Similarly,  the  National  Hydrojjower 
Association  (NUA)  and  Edi.son  Electric 
Institute  (EEI)  assert  that  the  record  in 
this  jnoceeding  demonstrates  that 
federal  lands  at  hydropower  projects  are 
often  used  by  federal  land  management 
agencies  for  non-project  purposes. 

52.  VVe  disagree  and  retain  the  50 
percent  encumbrance  factor  in  this  f’inal 
Ride.  The  50  jiercent  encumbrance 
factor  in  this  Final  Rule  is  a  reduction 
from  the  70  jiercent  encumbrance  fac;tor 
incorporated  into  the  1987  fee  .schedule. 
In  promulgating  its  2008  fee  schedule, 

13 LM  revisited  its  survey  of  the  degrees 
of  encumbrance  presumed  by  utility 
facilities  and  infra.structure.  and 
determined  that  50  jiercent  was  more 
reasonable  than  70  percent  because 
lands  often  can  be  u.sed  for  other 
purpo.ses.  BLM  made  this  change  as  a 
result  of  comments  receiveil  on  its 
proposed  rule,  a  review  of  industrv 
jiractices  in  the  jirivate  sector,  and  a 
review  of  the  Dejiartment  of  Interior’s 
appraisal  methodology  for  right-of-way 
facilities  located  on  federal  lands.’’" 

53.  A  50  ]iercent  encumbrance  factor 
partially  reflects  commenters’ 
suggestion  that  hvdropower  projects  are 


"’'■Hasoil  on  taiul  lionds  sinc.o  U)H7.  wo  would 
(!X|)o(;t  to  soo  iiuaoasos  in  somo  woslorn  slalos.  in 
sniiiniian  aroas  adjaianit  lo  citios.  and  in  Alaska 
l)0(:anso  otllio  arliliciallv  low  ralo  asstissod  nndor 
llio  1<)87  loo  st:liodnl(!. 

'■^'flio  oncannlaanco  factor  is  a  inoasuro  of  Iho 
do”roo  to  wliicli  a  particniar  tvpi;  of  facility 
oncnml)ors  a  riglit-of-way  or  oxcludos  otlior  typos  of 
land  nsos. 
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used  for  non-power  purposes.  However, 
the  Gommission’s  position  remains 
tinchanged  in  that  ptihlic  benefits 
providtul  by  licensed  jtrojects  are 
considered  in  the  licensing  decision, 
and  these  benefits  art;  the  tpiid  pro  tjtio 
for  the  ability  to  operate  the  project  in 
it  manner  consistent  with  the  needs  of 
society.  In  combination  with  the 
decision  not  to  double  the  fee  .schedule 
for  non-transmi.ssion  line  lands,  and  the 
lact  that  the  different  components  of 
hydro])ower  projects  represent  varying 
levels  of  encumbrance  on  federal  lands, 
on  balance,  a  50  jiercent  encumbrance 
factor  is  rea.sonahle. 

3.  Rate  of  Return 

54.  The  rate  of  return  component  of 
the  formula  converts  the  adjusted  jier- 
acre  land  value  into  an  annual  rental 
value.  The  NOPR  jiroposed  a  rate  of 
return  of  5.27  percent,  which  is  the  rate 
of  return  adopted  in  the  2008  BLM  rule. 
BLM  described  5.27  jiercent  as  the  most 
curr(;nt  10-year  average  (1998-2007)  of 
the  30-year  and  20-year  Treasury  bond 
yield  rate.’’" 

55.  In  n;s])onse  to  the  NOPR. 

Southern  Galifornia  Edison  (SGE) 
commented  that  the  10-year  average  of 
these  'I’reasiiry  bond  yield  rates  will 
result  in  no  greater  certainty  than  the  a 
one-point-in-time  Treasurv  bond  vield 
rate.  .SGE  pro])oses  that,  rather  than 
using  a  10-year  average,  the  Gommi.ssion 
should  use  the  most  recent  30-year 
'Lreasury  bond  yield  rate  to  determine 
the  ap])lical)lo  rate  of  return  for  annual 
charges."" 

50.  In  deciding  to  ii.se  the  Treasurv 
bond  yield  rate  as  a  basis  for  a  rate  of 
return,  BLM  reviewed  a  number  of 
apjnaisal  re])ort.s  that  indicated  the  rate 
of  return  for  land  can  vary  from  7  to  12 
percent,  and  is  typically  around  10 
percent.  BLM  acknowledged  that  the.se 
rates  take  into  account  certain  risk 
considerations,  and  do  not  normally 
include  an  allowance  for  inflation.  BLM 
determined  that  it  should  use  a  “.safe 
rate  of  return,”  that  is,  the  |)revailing 
rate  on  insured  savings  accounts  or 
guaranteed  government  securities  that 
include  an  allowance  for  inflation, 
because  any  risk  of  non-payment  is 
reduced  because  BLM  reipiires  a 
l)otential  right-of-way  holder  to  show 
that  it  is  financially  able  to  construct 
and  o])erate  the  facility. 

57.  VVe  agree  that,  hecau.se  the  annual 
charge  for  use  of  goviirnment  land  is  a 
r(;(]uired  payment  as  a  term  of  a 
hydropower  lii:ense,  using  a  “safe”  rate 


‘•■’TIui  l()ng(!sl  torin  Iniiisury  liond  is  n  SO-ynar 
Ik)1u1.  tIi)W(!V(!r,  lioin  2lK)8-2()05.  SO-voar  Insisiirv 
liontls  worti  (liscoiitiniKul.  and  tlin  longnst  torin 
Iroasnry  txind  was  tlio  2l)-y(!ar  ImiiuI. 
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of  return  is  aj)pro})riate.  Therefore,  as  in 
the  2008  BLM  rule,  our  Final  Rule  will 
convert  the  adjusted  per-acre  land  value 
into  an  annual  rental  value  using  a  rate 
of  return  juigged  to  the  30-year  Treasurv 
bond  yield  rate.  Hydropower  licen.ses 
generally  are  issued  for  a  period  of  30 
to  50  years,  and  the  'I’reasury  bond  yield 
rate  should  match  that  time  frame  as 
closely  as  possible.  The  longest  bond 
yield  rate  available  from  the  3’reasury  is 
30  years.  We  also  agree  with  BLM’s 
rea.soning  in  its  2008  rule  that  a  10-year 
average  eliminates  a  “one-])oint-in- 
time”  high  or  low  rate,  and  thus  we  will 
not  adojjt  SGE’s  proposal  that  we  u.se  a 
one-])oint-in-time  Treasury  bond  vield 
rate.  Therefore,  in  this  Final  Rule,  the 
rate  of  return  will  hi;  the  10-vear  average 
of  the  30-yi;ar  Treasury  bond  yield  rate 
for  the  10  years  immediately  ijreceding 
the  most  recent  NASS  Gensus."'  The  10- 
year  average  (2002-2011)  of  the  30-year 
Treasury  bond  yield  rate  for  the  10  years 
immediately  jireceding  the  2012  nA.SS 
Gensus  is  5.77  jjercent."-  Therefore,  the 
apjilicahle  interest  rate  will  he  5.77 
percent  for  years  2013  through  2025."  ' 

58.  Further,  for  the  sake  of 
administrative  efficiency,  the  10-year 
adjustments  will  occur  in  tandem  with 
the  annual  adjustment  factor,  which  is 
al.so  adjusted  on  a  decadal  basis.  As  a 
result,  the  5.77  percent  rate  of  return 
will  ajiply  for  13  years,  or  through  2025. 
Both  the  rate  of  return  and  the  annual 
adjustment  factor  will  he  recalculated 
for  years  2020  through  2035.  and  will 
remain  fixed  through  the  10-year  jieriod. 

4.  Annual  Adjustment  Factor 

59.  The  annual  adjustment  factor 
adjusts  the  fee  schedule  annuallv  to 
reflect  inflationary  or  deflationary 
trends.  The  NOPR  projiosed  an  annual 
adjustment  factor  of  1.9  percent,  as 
adopted  in  the  2008  Bf.M  rule,  which 
would  he  adjusted  every  10  years."'*  The 
NOPR  proj)osed  to  base  the  annual 
adjustment  factor  on  the  average  annual 


BiitwiMMi  201)8  iiiul  200.T.  till!  ll.S.  Triiiisurv 
Oiipiirtinont  did  nut  |nil)lish  ii  80-V(;<ir  Tnuisiirv 
1)011(1  yiiild  ralo.  For  tho.so  yoars.  Iho  2()-yoar 
Troasury  bond  viold  ralo  is  iisod.  Sliould  Iho  O.S. 
Troasury  Doparlinonl  disconlinuo  pulilisliiii”  llio 
80-voar  Troasiirv  lioiid  viold  ralo.  llio  lon{>osl  lorm 
1)011(1  viold  availalilo  will  lio  ii.sod  for  ap|)li(:al)lo 
voars  lo  calculalo  llio  ralo  otrolurii. 

'■-  Data  lo  dorivo  llioso  oaloulalioiis  is  availalilo 
troll)  Iho  Fodoral  Kosorvo  Wot)  silo.  'I'liis  Final  Kulo 
nsos  Iho  noininal  80-voar  Troasiirv  conslanl 
inaliirilv  ralo  avaiialito  on  an  annualix.od  basis  Iroin 
llio  l-'odoral  Rosorvo  Wot)  silo. 

For  Iho  yoars  202()-208,5.  Iho  ralo  of  roliirn  will 
ho  Iho  10-voar  avorago  of  Iho  80-voar  Troasury  liond 
viold  ralo  for  llio  10  voars  (2012-2021)  procoding 
ilio  2022  NAS.S  Coiisns. 

Tho  llrsl  10-yoar  iioriod  will  iiol  lio  a  lull  poriod 
so  as  lo  onsuro  dial  Iho  f  O-yoar  Irack  Iho  fivo  yoar 
coiisus  data  updalos.  I'hus.  Iho  annual  adjiislnionl 
faclor  of  1.0  porcoiil  would  ho  a|)pliod  for  oach 
caloiidar  voarihrough  2013. 
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change  from  second  cjuarter  to  second 
(jnart(ir  in  the  IPD-GDP  for  the  lO-year 
period  immediatelv  jjreceding  the  year 
(2004)  that  the  2002  NASS  Gensus'data 
became  available.  The  NGPR  proposed 
to  ado])t  BLM's  dcjcadal  updates  to  the 
annual  adjustment  factor.'*'’  BLM  clio.se 
to  n.se  the  ll’D-GDP  over  the  (Consumer 
Price  Index — for  all  Urban  Gonsumers 
(GPI-U)  because  the  IPD-tiDP  index 
tracks  increases  in  land  values  as  well 
as,  if  not  better  than,  the  GPl-U,  and  the 
IPD-fiDP  tracks  a  broader  range  of 
economic  indicators  than  does  the  C'.PI- 
U,  and  can  he  tracked  on  an  annual 
basis.  I3LM  cho.se  to  update  the  IPD- 
(iDP  every  ten  years  to  provide 
jiredictahility  so  that  rental  fees  could 
lie  anticipated. 

()0.  In  response  to  the  NOPR,  no 
comments  were  received  on  the 
proposal  to  adojit  the  BLM  methodology 
of  using  the  IPD-GDl^  for  the  10-year 
period  immediately  jireceding  the 
issuance  of  the  NASS  Gensus  data,  and 
updating  the  annual  adjustment  factor 
every  10  years.  The  lPD-(iDP  was  used 
from  1987  to  2007  to  adjust  the  fee 
.schedule  for  the  n.se  of  government 
lands  without  complaint,  it  is  an  easily 
identifiable  number  for  use  hv  the 
jnihlic  and  federal  agencies,  ami,  as 
explained  hv  BLM,  it  better  aligns  with 
actual  inflationarv  trends  when 
contrasteil  to  the  GPl-lI.  Therefore,  the 
ten-year  Il’D-(iDP  for  the  jieriod 
immediately  jjreceding  issuance;  of  the 
NA.SS  Gensus  data  is  a  reasonable  factor 
to  adjust  for  inflationary  or  deflationary 
trends  in  the  ])er-acre  land  values. 

01.  Through  2015,  a  1.9  ])ercent 
annual  adjustment  factor  will  he  ajjjilieel 
(;ach  calendar  year.  This  is  the  annual 
change  in  the  IPD-CiDP  index  for  the 
ten-year  period  immediat(;ly  j)receding 
the  year  (2004)  that  the  2002  NASS 
Gensus  data  became  available.  For  the 
next  ten-year  j)eriod  (2010-2025),  the 
annual  adjustment  factor  will  he  based 
on  the  average  annual  change  in  the 
lPD-(iDl’  for  the  t(;n-year  j)(;riod 
immediately  j)receding  the  year  (2014) 
that  the  2012  NASS  Gensus  data 
becomes  available.  The  annual 
adjustment  factor  will  be  adjusted  in  the 
same  manner  for  subsecpient  ten  v(;ar 
periods. 

G.  Suiuiudiy  of  Schedule 

02.  Fee  schedules  through  2015  will 
be  based  on  data  from  the  2007  NASS 
('.ensus,  and  all  adjustments  and 


will  ntciilculiiti!  IIk;  iinniiiil  <i(ljiistiii(!iit 
liiclor  in  2014.  l)iis(!(l  on  llii;  iivijra^c!  iinnnal  cliangn 
in  llui  ll’0-(;i)l’  troin  2004  lo  201 2  (llu;  lO-viiar 
|>(!rio(l  iinmodiatolv  prociMling  llu;  v(!ar(2014)  wluin 
till!  2012  NA.S.S  (Unisiis  data  will  l)(«;onu!  availabU;) 
and  will  a|)|)lv  it  annuallv  to  tin;  to(!  schodulo  lor 
y<!ars  2010  throngli  2025. 


components  identified  in  this  order 
apply  through  2015  (i.e.,  the  iier-acre 
land  value  adjustment,  the  50  jiercent 
encumbrance  factor,  the  5.77  percent 
rate  of  return,  and  the  l.t)  jiercent 
inflation  iidjustment). 

03.  Fee  schedules  for  years  2010-2020 
will  Ik;  based  on  data  from  the  2012 
NASS  (i(;n.sn.s.  The  st;ite-s]K;cific 
adjustment  to  the  jier-acre  land  values 
will  be  jierformed  for  the  201  (i  b;ise 
year,  the  rate  of  return  will  remain  at 
5.77  Jiercent,  and  the  inllation 
adjustment  will  be  recalculated. 

04.  For  years  2021-2025,  the  jier-acre 
land  value  will  he  ha.sed  on  data  from 
the  2017  NASS  Gensus.  the  state- 
sjiecific  adjiKstments  will  be 
recalculated,  the  rate  of  return  will  be 
5.77  percent,  and  the  inllation 
adjustment  will  match  that  u.sed  in 
years  2010-2020. 

05.  A  schedule  of  adjustments  to  the 
fee  schedule  is  jirovided  in  Ajijiendix  B 
to  this  order,  and  will  he  available  on 
the  Gommission’s  Web  site. 

D.  (Ihunges  to  Proponed  Bei’idutions 

()0.  The  NOPR  jirojjosed  to  retain  the 
general  structure  of  section  11.2  by 
referring  to  the  comj)l(;ted  fee  schedule 
created  based  on  the  comjjonents 
de.scrihed  in  the  rule  jiromnlgating  the 
1987  regulations.  However,  in  resjionsi; 
to  comments  on  the  NOPR  and  to 
r(;duce  the  risk  of  ambiguitv,  the 
regulations  jiromulgated  by  this  Final 
Rule  include  a  de.scrijition  of  the 
individual  comjionents  of  the  formula 
used  to  cr(;ate  the  fee  schedule. 
Furthermore,  the  first  sentence  of 
section  11.2(a)  will  not  be  deleted 
because  it  lieljis  to  clarify  the 
relationshij)  of  annual  charges  for  the 
use  of  government  lands  to  the  annual 
charges  for  the  use  of  government  dams. 

III.  Regulatory  Requirements 

A.  Information  Collection  Statement 

()7.  The  Offic:e  of  Manag(;ment  and 
Budget  (OMB)  regulations  reijuire  OMB 
to  ajijirove  certain  rejiorting,  record 
keejiing,  and  public  disclosure 
re(juir(;ment.s  (collections  of 
information)  imjiosed  by  an  agency.'*'* 
This  ride  does  not  contain  any 
information  collection  reijuirements  and 
comjiliance  with  the  OMB  regulations  is 
thus  not  r(;(juired.  The  (’.ommission 
anticijiates  this  rulemaking  will  make 
no  change  in  curr(;nt  filing 
reijnirements,  since  licensees  already 
must  rejiort  to  the  (iommission  annuallv 
the  number  of  acres  jier  county  a 
licensed  jiroject  occujiies.  In  addition, 
this  Final  Rnh;  does  not  make  anv 


'■'■.I  Cl  R  i;i2().12  (2012). 


substantive  or  material  changes  to 
reijnirements  sjiecified  in  the  NOPR, 
where  tin;  (iommission  similarly  found 
no  information  collection  reijuirements. 
The  (Commission  will  submit  a  cojiy  of 
this  Final  Rule  to  OMB  for  information 
jnirjioses  only. 

IL  Environmental  Amdysis 

88.  'I’lie  (Commission  is  re(juir(;d  to 
j)r(;j)are  an  Fnvironmental  Asse.ssment 
or  an  Fnvironmental  Imjiact  Statement 
for  any  action  that  may  have  a 
significant  adver.se  effect  on  the  human 
environment.'*’  The  (Commission  has 
categorically  excluded  certain  actions 
from  th(;se  n;(juirements  as  not  having  a 
significant  effect  on  the  human 
environment. '*“  The  actions  taken  here 
fall  within  categorical  exclusions  in  the 
(Commission’s  regulations  for  actions 
concerning  annual  tdiarges.'*"  Therefore, 
an  environmental  review  is  unnecessarv 
and  has  not  been  jirejiared  in  this 
rulemaking. 

C.  He}>nlaton'  Flexibilitv  Act 

89.  The  Regulatorv  Flexibility  Act  of 
1980  (RFA)^'’  generally  requires  a 
descrijition  and  analysis  of  final  rules 
that  will  have  significant  economic 
imjiact  on  a  substantial  number  of  small 
(;ntitie.s.  The  RFA  mandates 
consideration  of  regulatory  alternatives 
that  accomjilish  the  stated  objectives  of 
a  rulemaking  while  minimizing  any 
significant  economic  imjiact  on  a 
substantial  number  of  small  entities. 

The  Small  Business  Ailministration's 
(SBA)  Office  of  Size  Standards  develojis 
the  numerical  definition  of  a  small 
business.^’  The  SBA  has  established  a 
size  standard  for  electrical  utilities 
.stating  that  a  firm  is  small  if,  including 
its  affiliates,  it  is  jirimarily  engaged  in 
the  transmission,  generation  and/or 
distribution  of  electric  energy  for  .sale 
and  its  total  electric  outjint  for  the 
preceding  twelve  months  did  not  exceed 
four  million  megawatts."^ 

70.  Section  l()(e)(l)  of  the  FPA 
requires  that  the  Gommission  fix  a 
rea.sonahle  annual  charge  for  the  use, 
occujiancy,  and  enjoyment  of  federal 
lands  by  hydrojiower  licensees.^-'  The 
(fommi.ssion  currently  a.ssesses  annual 
charges  to  253  licenses  for  jirojects  that 
occujiy  federal  lands,  which  rejiresent 


lit!<iiil(ili()ns  Implanianlin}’  llw  Niilioiuil 
l\nvir()nni(‘nt(il  Palicv  Onlor  No.  4K().  .12  t’K 
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135  discrete  licensees,  who  will  he 
iinjiacted  by  this  Final  Rule.  The  Final 
Rule  adopts  a  methodology  promulgated 
hy  BLM,  based  on  the  NASS  Census 
data,  to  determine  the  annual  charge  for 
the  use  of  federal  lands.  The 
methodology  for  a.ssessing  this  annual 
c;harge  under  the  previous  regulations  is 
based  on  land  values  from  1987. 
whereas  this  Final  Rule  incorporates 
current  land  values,  and  would  u])date 
those  vahms  every  five  years.  As  a 
result,  some  of  the  135  licensees  may 
ex])erience  a  one-time  increa.se  in  their 
annual  charge  for  the  use  of  federal 
lands. 

71.  Nevertheless,  based  on  a  review  of 
the  licensees  with  federal  lands  that  will 
he  impacted  hy  the  Final  Rule,  we 
estimate  that  less  than  10  percent  are 
.small  entities  under  the  SI3A  definition. 
I’lie  affected  licensees  represent 
utilities,  cities,  and  jHivate  and  public 
companies  in  30  .states  or  territories. 
Many  of  the  utilities  which  may  seem  to 
he  under  the  four  million  megawatt 
hours  per  year  threshold  are  also 
engaged  in  electricitv  production 
through  other  forms  of  generation,  such 
as  coal  or  natural  gas,  or  al.sc)  jjrovide 
other  utility  .services  such  as  natural  gas 
or  water  deliverv.  .Similarlv,  manv 
licensees  that  are  small  hvdropower 
generators  are  affiliated  with  a  larger 
entity  or  entities  in  other  industries. 
Therefore,  we  e.stimate  that  less  than  10 
percent  of  the  impactiid  lic:ensees  are 
actually  small,  unaffiliated  entities  who 
are  primarily  engaged  in  hvdroj)ower 
generation  and  who.se  total  electrical 
output  through  tran.sinission, 
generation,  or  distribution  is  less  than 
four  million  megawatt  hours  j)er  year. 

72.  Any  impact  on  the.se  small  entities 
would  not  he  significant.  Under  the 
Final  Rule,  there  may  he  a  one-time 
increa.se  for  some  licensees  in  the 
annual  charge  for  the  u.se  of  federal 
lands,  hut  because  the  new  methodology 
for  calcnlating  the  annual  charge  will  he 
updated  every  five  years,  any  future 
increases  or  decreases  will  he 
incremental. In  addition,  small, 
imaffiliated  entities  generally  occupy 
le.ss  federal  lands  than  larger  projects 
that  generate  more  power.  ThenTore,  as 
a  class  of  licensees,  .small  entities  would 
1)(!  le.ss  imj)acted  hy  an  annual  charge  for 
the  u.se  of  federal  lands.  Furthermore, 
this  Final  Ride  does  not  incur  any 
additional  compliance  or  recordkeeping 

AUiskii  I'JliicIric  I.iglil  mid  I'owdr  (kiinpiiiiv 
(AI'3.)n;I’)  conimontiul  lliiil  il  was  a  small  liusine.ss 
that  would  1)0  signil'icaiilly  impaclod  hy  tlm 
pmposod  nilo  hiicaiist!  ils  (:harf>(!s  for  tlu;  Projoct  No. 
2'M)7  would  risi!  from  approximalolv  .SIO.DOO 
anmiallv  lo  over  .SI  million.  In  fact,  imdor  this  Pinal 
Ruin.  AHI.fiP’s  chargos  for  tlm  use  of  {;ov(!rnnmnl 
lands  would  ho  approximalolv  S3l).l)()(). 


costs  on  any  licensees  occujiying  federal 
lands.  Gonseiinently,  the  Final  Rule 
should  not  impose  a  significant 
economic  impact  on  small  entities. 

73.  Ba.siKl  on  this  understanding,  the 
Uommission  certifies  that  the  Final  Rule 
will  not  have  a  significant  economic 
imjiact  on  a  substantial  nnmher  of  small 
entities.  Accordingly,  no  regidatory 
flexibility  analysis  is  reipiired. 

D.  Dor.uiuimt  Avdihibility 

7A.  In  addition  to  publishing  the  full 
text  of  this  document,  excejit  for  the 
A])j)endice.s,  in  the  Federal  Register,  the 
Commission  jirovides  all  interested 
persons  an  opportunity  to  view  and/or 
jirint  the  contents  of  this  document  via 
the  Internet  through  the  Commission’s 
Home  Rage  [hit[)://\\’n’i\'.ferc.guv)  and  in 
the  Commission’s  Public  Reference 
Room  during  normal  business  hours 
(8:30  a.m.  to  5;()()  p.m.  Ea.stern  time)  at 
888  Fir.st  Street  NE.,  Room  2A, 
Washington,  DC  20420. 

75.  From  the  Commission’s  Home 
Page  on  the  Internet,  this  information  is 
available  on  eLihrary.  The  full  text  of 
this  document,  including  the 
Appendices,  is  available  on  eLihrary  in 
PDF  and  Microsoft  Word  format  for 
viewing,  printing,  and/or  downloading. 
To  access  this  document  in  eLihrary, 
ty])e  the  docket  nnmher  excluding  the 
last  three  digits  of  this  document  in  the 
docket  nnmher  field. 

70.  User  assistance  is  available  for 
eLihrary  and  the  Commission’s  Web  site 
during  normal  husine.ss  hours  from 
Commission’s  Online  Support  at  202- 
502-(i052  (toll  free  at  1-800-208-3070) 
or  email  at  fdr(:oulindsupport@ferc.gov. 
or  the  Public  Reference  Room  at  (202) 
502-8371,  TTY  (202)  502-8059.  Email 
the  Public  Reference  Room  at 
publi(:.wfdi'mcevooin@ferc.gov. 

E.  EffHclivH  Date  and  Congressional 
Notification 

77.  The.se  regulations  are  effective 
February  25.  2013.  The  Commission  has 
iletermined,  with  the  concurrence  of  the 
Admini.strator  of  the  Office  of 
Information  and  Regulatory  Affairs  of 
OMU,  that  this  rule  is  not  a  “major  rule’’ 
as  defined  in  section  251  of  the  Small 
Bnsine.ss  Regulatory  Enforcement 
F’airness  Act  of  1990. This  ride  is 
being  submitted  to  the  Senate,  House, 
(iovernment  Accountability  Offici!,  and 
the  Small  Business  Administration. 

List  of  Subjects  in  18  (iFR  Part  11 

Public  Lands. 

='•'■*.'5  ll.S.C.  «04  (2l)()()). 


By  tlu!  C4)nnnission. 

Nalhiiniel  J.  Davis,  Sr., 

Dep  II  ty  Sec  ret  a  n '. 

In  consideration  of  the  foregoing,  the 
Commi.ssion  amends  part  11,  Chapter  1, 
'I’itle  18  of  the  Code  of  Federal 
Regulations,  as  follows. 

PART  11— ANNUAL  CHARGES  UNDER 
PART  I  OF  THE  FEDERAL  POWER  ACT 

■  1 .  The  authority  citation  for  jiart  1 1 
continues  to  read  as  follows: 

Authority:  10  U.S.C.  7n2-828(:;  42  U.S.C. 

7101-7:1.52! 

■  2.  Revise  S  1 1 .2  to  read  as  follows: 

§  1 1 .2  Use  of  Government  lands. 

(a)  Reasonable  annual  charges  for 
recompensing  the  United  States  for  the 
u.se,  occupancy,  and  enjovment  of  its 
lands  (other  than  lands  adjoining  or 
])ertaining  to  Government  dams  or  other 
.structures  owned  hy  the  United  States 
Government)  or  its  other  property,  will 
be  fixed  hy  the  Commission. 

(h)  General  rule.  Annual  charges  for 
the  use  of  government  lands  will  be 
payable  in  advance,  and  will  be  set  on 
the  basis  of  an  annual  schedule  of  per- 
acre  rental  fees,  as  .set  forth  in  Appendix 
A  of  this  jiart.  The  Executive  Director 
will  publish  the  updated  fee  schedule  in 
the  Federal  Regi.sler. 

(c)  The  annual  per-acre  rental  fee  is 
the  iiroduct  of  four  factors:  the  adjusted 
p(!r-acre  value  multiplied  by  the 
encumbrance  factor  multijilied  by  the 
rate  of  return  multiplied  hy  the  annual 
adjustment  factor. 

(1)  Adjusted  per-acre  value,  (i) 
Counties  (or  other  geograjihical  areas) 
are  assigned  a  per-acre  value  based  on 
their  average  per-acre  land  and  building 
value  published  in  the  Census  of 
Agriculture  (Census)  hy  the  National 
Agricultural  Statistics  Service  (NASS). 
The  adjusted  per-acre  value  is  computed 
hy  reducing  the  NASS  Census  land  and 
building  value  by  the  sum  of  a  .state- 
specific  modifier  and  seven  percent.  A 
table  of  .state-sjiecific  adju.stments  will 
he  available  on  the  Commission’s  Web 
site. 

(ii)  The  state-specific  modifier  is  a 
])ercentage  reduction  apjilicahle  to  all 
counties  or  geographic  areas  in  a  state 
(except  Puerto  Rico),  and  represents  the 
ratio  of  the  total  value  of  irrigated 
farmland  in  the  state  to  the  total  value 
of  all  farmland  in  the  state.  The  state- 
specific  modifier  will  hi;  recalculated 
every  five  years  heginning  in  payment 
year  2018. 

(iii)  The  .state-specific  modifier  for 
Puerto  Rico  is  13  jiercent. 

(2)  Encumbrance  factor.  The 
encumbrance  factor  is  50  percent. 
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(3)  Hate  of  return.  The  rate  of  return 
is  5.77  percent  through  payment  year 
2025.  The  rate  of  return  will  he  adjusted 
every  10  years  theniafter.  and  will  he 
based  on  the  10-year  average  of  the  30- 
year  Treasury  bond  yield  rate 
immediately  preceding  the  apjjlicahle 
NAS,S  ('ensus.  For  examj)le,  for  years 
2020  through  2035,  the  rate  of  return 
will  h(?  based  on  the  10-year  average 
(2012—2021)  of  the  30-vear  Treasury 
bond  yield  rate  immediately  preceding 
the  2022  NASS  (iensns.  If  the  30-vear 


Treasury  bond  yield  rate  is  not 
available,  the  next  longest  term  Treasury 
bond  available  should  la;  used  in  its 
place. 

(4)  Annual  adjnstnient  factor.  Tin; 
annual  adjustment  factor  is  1.9  percent 
through  payment  year  2015.  For  years 
2010  through  2025,  the  annual 
adjustment  factor  is  the  annual  change 
in  the  Implicit  Prit:e  Deflator  for  the 
Gro.ss  Domestic  Product  (IPD-('.DP)  for 
the  ten  years  (2014-2023)  jjreceding 
issuance  (2024)  of  the  most  recent  NASS 

Appendix  A 


Census  (2022).  Each  suhsecjuent  ten  year 
adjiKstment  will  he  made  in  the  same 
manner. 

(d)  'I’he  annual  charge  for  the  use  of 
Covernment  lands  for  2013  will  he 
reduced  by  25  percent  for  all  lic:ensees 
subject  to  this  .section. 

(e)  The  minimum  annual  charge  for 
the  use  of  Ciovernment  lands  under  anv 
license  will  he  $25. 

Note:  A|)p(aulix  A  will  not  ho  |)iihlish(!cl  in 
tlio  (Jode  of  Federal  Ilegiilalions. 


State 

All  Farms 
2007  (per 
acre  value) 

Irrigated 
Farms  All 
harvested 
cropland  irri¬ 
gated  2007 
(per  acre 
value) 

All  Farms 
2007 
(acres) 

Irrigated 
Farms  All 
harvested 
cropland  irri¬ 
gated  2007 
(acres) 

Total  Farm  Est 
Mkt  Value  (per 
acre  all  farms 
value  X  all  farms 
acres) 

Total  Harvested  Ir¬ 
rigated  Cropland 
Est  Mkt  Value  (irri¬ 
gated  farms  acres 

X  irrigated  farms 
per  acre  value) 

%  Reduc¬ 
tion  of  Irri¬ 
gated  crop¬ 
land 

%  Reduc¬ 
tion  of 
irragated 
cropland  + 
7%  Building 

Alabama  . 

2.292 

4,406 

9,033,537 

94,995 

20,704,866,804 

418,547,970 

2.02 

9.02 

Alaska . 

391 

766 

881,585 

55,673 

344,699,735 

42,645,518 

12.37 

19.37 

Arizona  . 

748 

4,828 

26,117,899 

1,983,172 

19,536.188,452 

9,574.754.416 

49.01 

56.01 

Arkansas  . 

2,343 

2,144 

13,872,862 

1 ,930,505 

32,504,115,666 

4,139,002,720 

12.73 

19.73 

California  . 

6,408 

9,636 

25,364,695 

11,417,202 

162,536,965,560 

110,016,158,472 

67.69 

74.69 

Colorado . 

1,046 

1,426 

31,604,911 

7,235,306 

33,058,736,906 

10,317,546,356 

31.21 

38.21 

Connecticut  . 

12,667 

25,138 

405,616 

13,457 

5,137,937,872 

338,282.066 

6.58 

13.58 

Delaware  . 

10,347 

15,326 

510,253 

10,949 

5,279,587,791 

167,804.374 

3.18 

10.18 

Florida  . 

5,639 

6,583 

9,231,570 

2,497,529 

52,056,823,230 

16.441,233,407 

31.58 

38.58 

Georgia . 

3,117 

3,091 

10,150,539 

500,841 

31.639.230,063 

1,548,099,531 

4.89 

11.89 

Hawaii . 

7.688 

7,873 

1,121,329 

264,215 

8,620,777,352 

2,080,164,695 

24.13 

31.13 

Idaho  . 

1,972 

2,374 

11,497,383 

4,990,872 

22,672,839,276 

11,848,330.128 

52.26 

59.26 

Illinois  . 

3.792 

6,244 

26,775,100 

43,999 

101,531,179,200 

274,729,756 

0.27 

7.27 

Indiana . 

3.583 

6,615 

14,773,184 

29,987 

52,932,318,272 

198,364,005 

0.37 

7.37 

Iowa . 

3,388 

5,501 

30,747,550 

14,798 

104,172,699,400 

81.403,798 

0.08 

7.08 

Kansas  . 

911 

976 

46,345,827 

581,943 

42,221,048,397 

567,976,368 

1.35 

8.35 

Kentucky . 

2,682 

4,537 

13,993,121 

55,937 

37,529,550,522 

253,786.169 

0.68 

7.68 

Louisiana  . 

2,058 

1,777 

8,109,975 

502,057 

16,690,328,550 

892,155,289 

5.35 

12.35 

Maine . 

2,203 

6,109 

1,347,566 

23,145 

2,968,687,898 

141,392,805 

4.76 

11.76 

Maryland . 

7,034 

10,102 

2,051,756 

31 ,095 

14,432,051,704 

314.121,690 

2.18 

9.18 

Massachusetts  . 

12,313 

15,069 

517,879 

47,956 

6,376,644,127 

722.648,964 

11.33 

18.33 

Michigan  . 

3,409 

6,940 

10,031,807 

144,741 

34,198,430,063 

1 ,004,502,540 

2.94 

9.94 

Minnesota  . 

2,569 

3,791 

26,917,962 

100,603 

69,152,244,378 

381,385.973 

0.55 

7.55 

Mississippi  . 

1.870 

1,972 

11,456,241 

238,386 

21,423,170,670 

470.097,192 

2.19 

9.19 

Missouri  . 

2,179 

3,267 

29,026,573 

186,134 

63,248,902.567 

608,099,778 

0.96 

7.96 

Montana  . 

775 

1,179 

61,388.462 

8,244,973 

47,576,058,050 

9.720,823,167 

20.43 

27.43 

Nebraska  . 

1,159 

1,234 

45,480,358 

4,122,912 

52,711,734,922 

5,087,673,408 

9.65 

16.65 

Nevada  . 

613 

542 

5,865,392 

4,197,712 

3,595,485.296 

2,275,159,904 

63.28 

70.28 

New  Hampshire . 

4,929 

12,537 

471,911 

7,834 

2.326,049.319 

98,214,858 

4.22 

11.22 

New  Jersey  . 

15,346 

16,131 

733,450 

83,573 

11,255,523,700 

1,348,116,063 

11.98 

18.98 

New  Mexico . 

337 

609 

43,238,049 

8,328,784 

14,571,222,513 

5,072,229,456 

34.81 

41.81 

New  York . 

2.275 

12,676 

7,174,743 

58.992 

16,322,540,325 

747,782,592 

4.58 

11.58 

North  Carolina  . 

4.096 

6,923 

8,474,671 

221,134 

34,712,252,416 

1,530,910,682 

4.41 

11.41 

North  Dakota  . 

771 

1.470 

39,674,586 

46,390 

30,589.105,806 

68,193,300 

0.22 

7.22 

Ohio . 

3.528 

10,297 

13,956,563 

27,239 

49,238,754,264 

280,479,983 

0.57 

7.57 

Oklahoma  . 

1,157 

1,102 

35,087,269 

439,262 

40,595,970,233 

484,066,724 

1.19 

8.19 

Oregon  . 

1,890 

1,648 

16,399,647 

5,528,995 

30,995,332,830 

9,111,783,760 

29.40 

36,40 

Pennsylvania  . 

4,775 

18,011 

7,809,244 

35,549 

37,289,140,100 

640,273,039 

1.72 

8.72 

Rhode  Island  . 

16,828 

15,665 

67,819 

6,749 

1,141,258,132 

105,723,085 

9.26 

16.26 

South  Carolina  . 

2.858 

4,269 

4,889,339 

84,908 

13,973,730,862 

362,472,252 

2.59 

9.59 

South  Dakota  . 

896 

667 

43,666,403 

422,908 

39,125,097,088 

282,079,636 

0.72 

7.72 

Tennessee  . 

3,378 

6,291 

10,969,798 

55,112 

37,055,977,644 

346,709,592 

0.94 

7.94 

Texas  . 

1,270 

1,329 

130,398,753 

5,146,796 

165,606,416,310 

6,840,091.884 

4.13 

11.13 

Utah . 

1,249 

1,959 

11,094,700 

3,751,452 

13,857,280,300 

7,349,094,468 

53.03 

60.03 

Vermont . 

2,903 

7,011 

1,233,313 

8,724 

3,580,307,639 

61,163,964 

1.71 

8.71 

Virginia  . 

4.213 

7,062 

8,103,925 

50,527 

34,141,836,025 

356,821,674 

1.05 

8.05 

Washington  . 

1,992 

3,029 

14,972,789 

3,284,122 

29,825,795,688 

9,947,605,538 

33.35 

40.35 

West  Virginia  . 

2.385 

5,283 

3,697,606 

6,109 

8,818,790,310 

32,273,847 

0.37 

7.37 

Wisconsin  . 

3,225 

4,586 

15,190,804 

247,792 

48,990,342,900 

1,136.374,112 

2.32 

9.32 

Wyoming  . 

513 

592 

30,169,526 

10,496,772 

15,476,966,838 

6,214,089,024 

40.15 

47.15 

United  States . 

1,892 

2,757 

922,095,840 

87,900,817 

1,744,605,329,280 

242.342,552,469 

13.89 

20.89 

Note:  AjijMaulix  B  will  not  ho  ])uhlisho(l  in 
tho  (k)de  of  Federal  Itefialations. 
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Appendix  B— Adjustment  Schedule  for  Formula  Components 


Payment  year 
2013  . 


2014 

2015 

2016 


2017 

2018 

2019 

2020 
2021 

2022 

2023 

2024 

2025 

2026 


2027 

2028 

2029 

2030 

2031 

2032 

2033 

2034 

2035 

2036 


2037 

2038 

2039 

2040 

2041 

2042 

2043 

2044 

2045 

2046 


2047 

2048 

2049 

2050 

2051 


Per-acre  adjustments 

Rate  of  return  adjustments 

Inflation  adjustments 

2007  NASS  Census  . 

state-specific  adjustment  . 

rate  of  return  update  (10-year 
average  of  annualized  30- 
year  T-bill  yield  for  years 
2002-201 1 ). 

2012  NASS  Census  . 

updated  state-specific  adjust¬ 
ment. 

inflation  update  (average 
IPD-GDP  for  2004-2013, 
2Q-2Q). 

2017  NASS  Census  . 

updated  state-specific  adjust¬ 
ment. 

2022  NASS  Census  . 

updated  state-specific  adjust¬ 
ment. 

rate  of  return  update  (10-year 
average  of  annualized  30- 
year  T-bill  yield  for  2012- 
2021). 

inflation  update  (average  of 
IPD-GDP  for  2014-2023, 
2Q-2Q). 

2027  NASS  Census  . 

updated  state-specific  adjust¬ 
ment. 

2032  NASS  Census  . 

updated  state-specific  adjust¬ 
ment. 

rate  of  return  update  (10-year 
average  of  annualized  30- 
year  T-bill  yield  for  2022- 
2031). 

inflation  update  (average  of 
IPD-GDP  for  2024-2033, 
2Q-2Q). 

2037  NASS  Census  . 

updated  state-specific  adjust¬ 
ment. 

2042  NASS  Census  . 

updated  state-specific  adjust¬ 
ment. 

rate  of  return  update  (10-year 
average  of  annualized  30- 
year  T-bill  yield  for  2032- 
2041). 

inflation  update  (average  of 
IPD-GDP  for  2034-2043, 
2Q-2Q). 

2047  NASS  Census  . 

updated  state-specific  adjust¬ 
ment. 
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ll'K  Dik:.  Filed  l-24-i;i;  K;4rj  imi| 

BILLING  CODE  6717-01-P 

DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

18  CFR  Parts  2  and  35 

[Docket  Nos.  ADI  2-9-000  and  AD1 1-11- 
000] 

Allocation  of  Capacity  on  New 
Merchant  Transmission  Projects  and 
New  Cost-Based,  Participant-Funded 
Transmission  Projects;  Priority  Rights 
to  New  Participant-Funded 
Transmission 

AGENCY:  Federal  Fnei-gy  Regulatory 
Coinmi.ssif)!!.  Energy. 

ACTION:  Final  Policy  .Statement. 

SUMMARY:  The  Commission  issues  this 
final  jjolicy  statement  to  clarify  and 
refine  its  policies  governing  the 
allocation  of  capacity  fi)r  new  merchant 
transmi.ssion  projects  and  new 
noninciimhcmt.  cost-hased.  ])articij)ant- 
funded  transmission  projects.  Under 
this  jJolicy  statement,  the  Commi.ssion 
will  allow  developers  of  such  projects  to 
.select  a  subset  of  customers,  based  on 
not  unduly  discriminatory  or 
prcderential  criteria,  and  negotiate 
directly  with  those  customers  to  reach 
agreement  on  the  key  rates,  terms,  and 
conditions  for  jirocuring  up  to  the  full 
amount  of  transmi.ssion  cajiacitv.  when 
the  developers  broadly  solicit  intiirest  in 
the  jiroject  from  potential  customers, 
and  demonstrate  to  the  Commission  that 
the  developer  has  .satisfied  the 
solicitation,  selection  and  negotiation 
jjrocess  criteria  set  forth  herein.  The 
Commission  is  making  the.se 
clarifications  and  refinements  to  fulfill 
its  statutory  resjamsihility  of  preventing 
undue  discrimination  and  undue 
j)refer(!nce  while  jiroviding  develoj)ers 
the  ability  to  bilaterally  negotiate  rates, 
terms,  and  conditions  for  the  full 
amount  of  transmi.ssion  capacitv  with 
potential  customers.  These  clarifications 
and  refinements  will  he  implemented 
within  the  Commi.ssion’s  exi.sting  four- 
factor  analysis  used  to  evaluate  recjuests 
for  negotiated  rate  authoritv  for 
transmi.ssion  .service.  The  (kimmission 
will  apjily  this  policy  statement  on  a 
jmispective  basis  to  filings  receivcnl 
after  this  issuance. 

DATES:  The.se  policies  became  (dfective 
january  1 7,  2013. 
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Final  Policy  Statement 
(Issiind  January  17,  2013) 

I.  Introduction 

1.  The  Commission  issues  tliis  final 
policy  statement  to  clarify  and  refine  its 
])olicie.s  governing  the  allocation  of 
capacity  for  new  merchant  transmi.ssion 
projects  and  new  nonincumhent,  cost- 
ha.sed.  ])articipant-funded  transmis.sion 
])rojects.  Under  this  policy  statement, 
the  Commission  will  allow  (levelo])ers 
of  such  i)rojects  to  select  a  suh.set  of 
cu.stoiners,  ha.sed  on  not  undulv 
discriminatory  or  preferential  criteria, 
and  negotiate  directly  with  those 
cu.stomers  to  reach  agreement  on  the  key 
rates,  terms,  and  conditions  for 
procuring  up  to  the  full  amount  of 
transmission  ca])acity,  when  tin; 
developers  (1)  hroadlv  solicit  interest  in 
the  ])roject  from  potential  customers, 
and  (2)  demonstrate  to  the  (x)mmi.ssion 
that  the  developer  has  satisfied  the 
solicitation,  selection  and  negotiation 
process  criteria  .set  forth  herein.  The 
Commi.ssion  is  making  the.se 
clarifications  and  refinenumts  to  fulfill 
its  statutory  responsibility  of  jireventing 
undue  discrimination  and  undue 
jireference  while  providing  develojjers 
the  ability  to  bilaterally  negotiate  rates, 
terms,  and  conditions  for  the  full 
amount  of  tran.smission  cajjacity  with 
potential  customers.  These  clarifications 
and  refinements  will  he  implemented 
within  the  Commission’s  existing  four- 
factor  analysis  u.sed  to  evaluate  recjuests 
for  negotiated  rate  authority  for 
transmission  service.'  The  Commi.ssion 
will  apj)ly  this  jiolicy  statement  on  a 
prospective  basis  to  filings  received 
after  this  i.ssuance. 

II.  Background 

2.  The  Commi.ssion  first  granted 
negotiated  rate  authority  to  a  merchant 
tran.smission  jiroject  developer  over  a 

'  Siu;  infra  nolo  (1  iiiul  1’  1.5. 


decade  ago,  finding  that  merchant 
transmi.ssion  can  play  a  useful  role  in 
expanding  com])etitive  generation 
alternatives  for  cu.stomers.^  Unlike 
traditional  utilities  recovering  their 
costs-of-service  from  cajitive  and 
whole.sale  customers,  investors  in 
merchant  transmission  jirojects  a.ssume 
the  full  market  risk  of  develojnnent. ' 
Over  the  cour.se  of  a  numher  of  early 
proceedings,  the  (xmnnission  developed 
ten  criteria  to  guide  its  analysis  in 
making  a  determination  as  to  whether 
negotiated  rate  authority  would  he  just 
and  reasonable  for  a  given  merchant 
transmission  jiroject.*'  Two  of  these 
criteria  were  that  (1)  an  ojien  .season 
process  should  he  emjiloyed  to  initially 
allocate  all  transmission  capacity  and 
(2)  the  results  of  the  open  season  should 
he  posted  on  an  Ojien  Acce.ss  .Same- 
Time  Information  System  (OASIS)  and 
filed  in  a  rejiort  with  the  (xmnnission.^’ 

3.  In  recent  years,  a  numher  of 
merchant  and  nontraditional 
transmi.ssion  developers  have  sought 
guidance  from  the  Commission 
regarding  ajiplication  of  open  acce.ss 
principles  to  new  tran.smission  facilities 
through  petitions  for  declaratory  orders. 
As  the  Commission  addre.ssed  these 
reijuests,  its  jiolicies  evolved  over  time 
to  provide  potential  cu.stomers  adequate 
opportunities  to  obtain  service  while 
also  providing  transmi.ssion  develojiers 
adeipiate  certainty  to  a.ssist  with 
financing  transmi.ssion  projects.  As  a 
result  of  these  evolving  jiolicies, 

-  'I'ranslincrtiic  t '..S'..  Ltd..  ‘11  I''FKC  1|  (>1.2:i(l.  ill 
(il .«;iH  [2t)m)]  {Transluwr«io). 

3d.  ill  in.8;Ui. 

'  Id.:  Xnpliinn  Itapona]  Transmission  System. 
LLC.  <)(i  FFKC  11 1)1.147.  ill  (il.lKIS  (2001)  (\ei)tmw): 
X'ortheast  I'tilities  Senice  (in..  07  FFKC  1l  01 .020. 
ill  01.07.5  (2001 )  (.\orthoast  I  ’tilitins  I):  Northeast 

I  'tilities  Service  Co..  0«  FFKC  1|  01  .Oil),  al  02.327 
(2002)  [Northeast  I’tilities  II). 

'■Till!  lull  (irileria  woro;  (1)  Tlio  inorcliiiiil 
Iriinsniissioii  facilily  imi.sl  a.ssunii!  lull  iniirkul  risk; 
(2)  lln!  .survici!  slunild  bu  proviclud  imdor  llio  opun 
access  Iransinission  liirilf  (();\TT)  ol  llio 
Indcpendcnl  .Sysicni  Opunilor  (l.SO)  or  Kc^ional 
Tiiinsinission  Ori'anizalion  (K'l'O)  lliiil  oiiciiiles  Iho 
incrchiinl  Iriinsniissioii  liicililv  iind  lliiil  oporalioiiiil 
conirol  III!  f>iv(;n  lo  Ihiil  l.SO  or  K'l'O:  (3)  llic 
niorcliiinl  Iriinsniissioii  liicililv  should  croiilc 
Iradablo  linn  socondary  Iriinsniissioii  ri^lils:  (4)  an 
open  .season  process  should  he  ein|)loye(l  lo 
iniliidly  allocale  Iransinission  riglils:  (.5)  llie  resulls 
ol  die  open  season  should  he  posled  on  die  OA.SkS 
iind  Hied  in  a  re|)orl  lo  Ihe  Coininission:  (0)  iiiniiale 
concerns  should  he  iide(|ualely  addre.ssed;  (7)  die 
inerchiinl  Iriinsinission  liicililv  nol  preclude  access 
lo  e.s.senliiil  lacililies  hy  conipelilors:  (8)  die 
inerchiinl  Iriinsniissioii  lacililies  should  he  suhjecl 
lo  inarkel  iiionilorin"  for  inarkel  power  aliuse;  (!l) 
physical  energy  flows  on  inerchiinl  Iransinission 
lacililies  .should  he  coordinaled  wilh.  and  suhjecl 
lo.  reliahililv  r(K|uirenienl.s  of  die  relevani  l.SO  or 
KTO;  and  (111)  inerclianl  Iriinsniissioii  lacililies 
should  nol  impair  pre-exisling  propeiiv  righls  lo 
use  Ihe  Iransinission  grids  of  iiiler-coiinecled  KTOs 
or  ulililies.  F.g..  Northeast  Utilities  I.  97  FFKC 

II  1)1.028  ill  81.07.5. 
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difforont  rules  have  been  adoj)te(l 
regarding  capacity  allocation  for 
inercdiant  transmission  projects  and 
nonincmnbent,  cost-based,  ])articipant- 
Innded  transmission  j)rojects. 

4.  In  (Chinook,  the  Commission 
refined  its  a])])roach  to  evaluating 
merchant  transmission  by  adopting  a 
four-factor  analysis. “  Under  this 
analysis,  the  Commission  continues  to 
rely  uj)on  an  open  season  and  a  j)ost- 
open  season  rejiort  as  a  means  to 
])rovide  transparency  in  the  allocation 
of  initial  transmission  cajjacity  and 
ensure  against  undue  discrimination 
among  potential  customers  in  the  award 
of  tran.smission  cajjacity.  S))ecifically, 
the  Commission  evaluates  the  terms  and 
conditions  of  the  open  .sea.son  as  part  of 
ensuring  no  undue  di.scrimination 
(second  factor},'  and  uses  the  o])en 
.season  as  an  added  ])rotection  in 
over.seeing  any  affiliate  partici])ation,  to 
ensure  no  undue  jjreference  or  affiliate 
concerns  (third  factor}. 

.5.  The  (Jhinook  order  also  marked  a 
change  in  Commission  policy  on 
capacity  allocation,  as  in  that  order  the 
Commission  for  the  first  time  authorized 
develo]jers  to  allocate  some  portion  of 
ca])acity  through  anchor  customer 
j)resuhscription,  while  recjuiring  that  the 
remaining  portion  he  allocated  in  a 
suhsecpient  open  season.  The 
Commi.ssion  im])lemented  this  policy  to 
achieve  the  dual  goals  of  recjniring  an 
open  season  jjrocess  that  (insures 
capacity  on  a  merchant  transmission 
project  is  allocated  transparently  in  an 
open,  fair,  and  not  unduly 
discriminatory  manner,  while 
permitting  an  anchor  cu.stomer  model 
that  enables  d(welopers  of  merchant 
transmi.ssion  jnojects  to  meet  the 
financial  challenges  unicjue  to  nmrchant 
transmission  development.”  Since  the 
(Jhinook  order,  the  Commission  has 
issued  orders  on  several  new  merchant 
and  other  nontraditional  transmission 
d(;velo])ment  projjo.sals,  including 
granting  recjuests  to  allocate  u])  to  7.5 


'■Tin;  lour  factors  an;:  (1 )  Tlu;  jusliuiss  and 
roasonaljlonnss  of  rates:  (2)  tlio  potential  for  nndne 
(liscriniination:  (3)  tlie  |H)tential  for  nndne 
priiterencc!.  inc:lnding  affiliate  i)reference:  and  (4) 
regional  reliability  and  operational  efficiency 
requirements,  /s.g..  (Chinook  /'oii'er  I'ninsmission. 
LLC.  12(i  l•■l•:K(:  II  til.  134.  at  I'  37  (2()()<))  [Chinook). 

^Also.  the  (Commission  looks  to  a  develo|ier's 
own  OA'l’T  commitnnmls  or  its  commitment  to  turn 
operational  control  over  to  an  RTO  or  KSO.  .See  id. 

1’  40.  (inidance  given  in  this  policy  statianimt  with 
regards  to  satisfying  the  second  factor  is  directtnl  at 
the  opim  .season  r(!(|nirem(!nt:  the  (Commission  will 
continue  to  recpiire  merchant  and  other 
transmission  developers  either  to  file  an  OA'IT  or 
to  turn  over  control  to  an  RTO  or  ISO. 

“  .Sec-  id.  I’  40. 


pcnxiiit  of  a  transmission  project’s 
cajiacity  to  anchor  custoiiKtrs.” 

().  The  Commission  also  has  receivttd 
pro])o.sals  from  transmission  develo|)ers 
regarding  the  allocation  of  capitcitv  on 
co.st-ha.sed,  i)artici])ant-funded 
transmission  j)rojects.  Thtt.se 
proceedings  involved  incumbent 
tran.smission  developers,"'  while  one 
involved  a  nonincumhent  transmission 
developttr."  In  NIJ/NSTAR,  the 
Commission  aj)proved  the  structure  of  a 
tran.saction  whereby  a  customer  was 
granted  usage  rights  to  transmission 
capacity  in  (txchange  for  funding  the 
transmission  exj)ansion,  under  the 
reasoning  that  any  potential 
transmission  cu.stomer  has  the  right  to 
rerjuest  transmission  service  expansion 
from  a  transmi.ssion  owning  utility,  and 
that  utility  is  obligated  to  make  any 
necessary  system  exjtansions  and  offer 
service  at  the  higher  of  an  incremental 
cost  or  an  embedded  cost  rate  to  the 
tran.smission  cu.stomer.  More  rrtcently, 
in  National  Grid,  the  (A)mmis.sion  found 
again  that  jiarticijiant  funding  of 
transmission  jfrojects  hy  incumb(;nt 
tran.smission  providers  is  not 
inconsistent  with  the  Commission’s 
o])en  acce.ss  nujiiirenutiits. Cost-ba.sed 
partici])ant-funded  projects  are  similar 
to  merchant  projticts  in  that  both 
involve  willing  customers  assuming  })art 
of  the  risk  of  a  transmission  jtroject  in 
iTtturn  for  defined  cajtacity  rights;  i.e., 
tlune  is  no  direct  a.ssignment  of  costs  to 
caj)tive  customers.  Co.st-hastul 
])artici])ant-funded  projects  difhtr 
l)etw(!en  incumhents  and 
nonincumhents,  in  that  incumhent 
transmission  jjroviders  have  a  chtarly 
defined  .s(d  of  existing  obligations  under 
their  tariffs  for  the  expansion  of  their 
existing  transmission  facilities,  whereas 
nonincumhents  have  no  exi.sting 
obligation  to  build  any  transmi.ssion 
facilities. 

A.  Tachnical  Confaranca  and  Workshop 

7.  To  gain  feedback  ntgarding  the 
Commission’s  capacity  allocation 
jjolicies,  the  Commission  held  a 
technical  conference  in  March  2011  to 
di.scu.ss  the  extent  to  which 
nonincumhent  develo))ers  of 


''  Sor.  (f.g..  Cluimploin  Hudson  Ihnwr  Kxpross. 

Inc..  132  M:R(;  II  (il.OOli  (2(n());  Hock  Island  Clean 
Line  LLC.  13!)  ITlRt;  1|  (i1 .142  (2012);  Soidhern  Cross 
Transmission  LLC.  137  I'MRO  11  01 .207  (2011). 

(■.»..  Norlhi'osl  Vlililies  S(n'\'ice  Comixinv. 
XST/MI  Ideciric  Company.  127  MORt;  1|  01.170 
(2000)  [\’C/MSIar).  order  denviny  reh'y  and 
clarification.  120  k’RRC  1|  01.270  (2000):  S'alional 
Crid  Transmission  Sendees  Corporation  ami  llanyor 
Hydro  Electric  Company.  130  M‘;R(:  1|  01 .120  (2012) 
[Slational  Crid). 

‘ '  Crasslands  Ilenewable  Eneryv.  LLC.  1 33 
RHRC  1101.225  (2010). 

'^Xational  Crid.  130  KRRC  1|  01 .12!)  ;il  R  20. 


transmission  should  be  provided 
flexibility  in  the  allocation  of  rights  to 
u.se  transmission  facilities  developiul  on 
a  cost-of-service  or  negotiated  rate 
basis.'”  Participants  at  that  conference 
and  snb.se(|uent  commenters 
acknowledged  the  value  in  widely 
.soliciting  new  customers,  but  they  also 
ex])re.ssed  the  desire  to  he  able  to 
allocate  100  ])ercent  of  their  projects’ 
cajiacity  through  bilateral  negotiations 
with  identified  customers.''*  Ba.sed  on 
these  comments,  the  Commission  held  a 
follow  up  workshop  in  Fehruary  2012  to 
obtain  injnit  on  potential  reforms  to  the 
Commission’s  capacity  allocation 
jiolicies.'”  Many  participants  at  the 
2012  workshop  emphasized  that  a 
bilateral  exchange  of  information  is 
nece.ssarv  to  address  the  uni(|ue  needs 
of  developers  and  their  potential 
customers,  and  that  a  rigid  ojien  .season 
process  does  not  allow  for  bilateral 
exchanges.  However,  other  commenters 
at  the  2012  workshoj)  voiced  concerns 
with  the  merchant  tran.smission  model 
in  general,  and  discouraged  the 
Commission  from  |)ursuing  policies  that 
enable  anchor  customers  to  exclude  or 
burden  generation  competitors  or 
engage  in  other  abusive  practices  the 
Cknnmission  sought  to  (Tadicate  in 
Order  No.  888. 

n.  Proposed  Policy  Statement 

8.  Informed  hy  the  di.scussion  at  the 
worksho])  and  technical  conference  and 
hy  comments  filed  afterwards,  the 
Commission  in  July  2012  issued  a 
propo.sed  policy  .statement  on  the 
allocation  of  cajiacity  on  new  merchant 
transmission  jirojects  and  new  cost- 
based,  jiarticijiant-funded  transmission 
projects.  The  Commi.ssion  jirojiosed  to 
allow  develojiers  of  new  merchant 
tran.smission  projects  and  new 
nonincumhent  cost-ba.sed,  particijiant- 
fnnded  transmission  jirojects  to  select  a 
subset  of  customers,  based  on  not 
unduly  discriminatory  or  preferential 
criteria,  and  negotiate  directly  with 
those  customers  to  reach  agreement  on 
the  rates,  terms,  and  conditions  for 
jirocuring  cajiacity.  The  jirojiosed  jiolicy 
would  allow  such  direct  negotiations 


' ' ''I’riorilv  Rights  to  N(!\v  I’arlicipiml-Fiiiuhid 
Transinissidii."  llockvl  No.  ADI  1-1 1-000.  March 
15.  201 1.  This  Uichnical  conloriinco  also  addressed 
generator  lisid  lines,  hiil  thosi;  lacililies  are  not  the 
suhj(H:t  ot  this  proposed  poliev  staOaiuMit. 

"  See.  e.y..  (lean  Line  linei-gy  Rariners  May  5. 
2011  (ionnnenisal  7:  L.S  Rower  Tran.smission.  l.lXi 
,Mav  5.  2011  Oonnnents  at  3-4;  I'ransinission 
llev(!lo|)ers.  Inc.  Mav  5.  2011  Oonnnents  at  4-5; 
Western  Indepeiuhmt  Transmi.ssion  Oroup  May  5. 
201 1  Oomments  at  (i:  and  Tonbridge!  Rower  Inc. 
April  10.  201 1  Oomments  at  2. 

''■"Allocation  of  Oapacity  on  New  Mea-chant 
Transmi.ssion  Rroji!Cts  and  Niiw  Oost-Based. 
Rartici])ant-Funded  Tran.smission  Rroji!c:ts."  Docket 
No.  AD12-0-000  (Fehruary  28.  2012). 
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when  the  developers  (1)  broadly  solicit 
interest  in  the  j)roject  from  potential 
customers,  and  (2)  demonstrate  to  the 
Commission  that  the  develojjer  has 
•satisfied  the  solicitation,  selection,  and 
iu;gotiation  process  criteria  set  forth  in 
the  j)roposed  j)olicy  statement.  Such 
jiroposed  i)olicy  would  al.so  allow  the 
developer  to  allocate  up  to  100  j)ercent 
of  the  capacity  on  a  transmission  j)roject 
to  a  single  customer,  including  an 
affiliate,  if  the  developer  has  .satisfied 
the  obligations  .set  forth  in  the  proposed 
|)olicy  statement. 

0.  The  Commission  received 
comments  on  the  proposed  policy 
.statement  from  18  entities."*  As  a 
general  matter,  the  proposed  policy 
statement  receiveil  broad  siijiiiort  in  the 
comments  received,  albeit  there  were 
some  comments  in  opposition.  In 
addition,  the  (Commission  received 
ixujuests  to  clarify  the  policies 
articulated  in  the  proposed  policy 
statement.  \Ye  summarize;  here  the 
general  comments  in  suj)j)ort  and  in 
o])])o.sition  to  the  |)roposed  policy 
statement,  with  comments  requesting 
clarification  noted  in  the  discussion  of 
specific  elements  of  this  final  ])olicy 
.statement. 

10.  Many  commenters  broadly 
support  the  jiroposed  jiolicy 
statement.'"  Wl'I'CC  asserts  that  the 
proposed  jiolicy  .statement  will  give  new 
transmission  development  momentum 
by  allowing  transmission  dev(;h)per.s  to 
discuss  contractual  arrangements, 
technical  sj)ecifications  and  jiroject 
timing  with  jjrosjiective  customers."' 
WITG  asserts  that,  under  the  pro])o.sed 
policy  .statement,  a  transmission 
developer  will  be  mon;  able  to  “right¬ 
size;”  its  project  based  on  market  interest 
for  the  project."'  AWEA  and  NYT(1 
similarly  suggest  that  the  proposed 
l)olicy  statement  will  allow  merchant 
transmi.ssion  developments  to  be 

Anieriian  .AntilrusI  Institute  (.\.\1):  American 
liihfctrif:  I’nwer  .Services  Cinrporation  (.M:!’): 
Aineric;ni  I’ulrlic  Power  Association  (APPA): 
American  Wind  liner^y  Association  (AWKA):  Cl(!an 
l.ine  Pneray  Partners.  Ll.(;  ((lean  Line):  Duke 
Lnergy  Corporation  (Duke):  lidi.son  Ivlectric  Institute 
(PPI):  I..SP  'rransinission  Moldings.  l.LC  (L.SP 
Transmission):  National  (aid  li.SA:  National  Kura) 
Hlectric  (inoperative  Ass(H:iation  (NRIiCA):  New 
Imsev  Division  ol  Kate  (ionnsel  (N)  Kate  (ionnsel): 
New  York  Transmission  Owniirs  (NYTO):  Nortlieast 
Utilities  .Service  Company  (Noillieast  Utilities): 
Pattern  Transmission.  I.P:  Transmission  Access 
Policy  .Study  (iroiip  (TAP.S):  Transmi.ssion 
l)(!veiopers.  Ini:.  (11)1):  I'ransWest  Kxpress.  LL(i: 
ami  Western  Independent  I'ransmission  Croup 

(Wire). 

'^\I•;P:  AWKA:  Clean  Line:  Duke:  LLl:  L.SP 
Transmission:  NYTO:  National  (irid  U.SA:  Nortlieast 
Utilities:  Pattern  Transmission.  LP:  11)1:  TransWesI 
Lxpress.  LLC,:  and  WITC. 

'«WIT(;at;L 

'■■WIT(;al4. 


tailontd  to  tho  noetds  of  tho  market.-"  EEl 
assi;rt.s  that  tin;  pr()j)os(;d  policy 
.stat(;m(;nt  will  allow  tran.smis.sion 
d(;v(;loj)(;r.s  to  identify  viable 
transmi.s.sion  cii.stomer.s  early  in  the 
])roc(;.ss.  and  .sugge.st.s  that  the  flexibility 
allowitd  for  in  the  propo.sed  policy 
statement  will  aid  funding  and  (tnahle 
con.struction  on  a  timely  basis. Duke 
Energy  also  as.serts  that  the  bilateral 
negotiation  ])roc(;.ss  allowed  for  in  the 
projio.sed  policy  stat(an(;nt  will  ])i'ovide 
the  most  efficient  and  (;ffective  way  of 
ensuring  that  commercial  transmission 
j)roject.s  are  succe.ssfullv  completed. 

11.  AWEA  emphasizes  the  im])ortance 
of  merchant  transn)i.ssi()n  development 
in  removing  barriers  to  the  dev(;lo])ment 
of  renewable  energy.-'*  AWEA  notes  that 
the  j)rop()sed  policy  .statement  will 
allow  transmission  developers  to 
j)rovide  incentives  to  first-movers, 
which  .should  (incourage  ])otential 
tran.smis.sion  customers  to  negotiate 
with  developers  early  in  the 
development  piocess.  In  contrast. 

AWEA  as.serts  that,  undercurrent 
(Commission  policy,  “a  pro.sp(;ctive 
tran.smis.sion  customer  has  no  (;conomic 
incentive  to  commit  to  a  capacity* 
allocation  early  during  the  develoinnent 
])roce.ss  h(;can.se  that  cu.slomer  can 
obtain  the  same  terms,  and  conditions 
during  the  open  season  auction  without 
taking  any  d(;velo])ment  ri.sk.” 

12.  Howev(;r.  APPA,  NRECA.  NJ  Rate 
Counsel  and  TAP.S  argue  that  changes  to 
onr  capacity  allocation  polici(;.s  are 
nnneci;.s.sary,  run  counter  to  our  open 
access  j)rinci])l(;s,  and  are  inconsistent 
with  our  obligations  under  the  Federal 
Power  Act  (FPA).  These  comment(;is 
argue  that  the  (Commission’s  pi’oj)o.sal  to 
allow  allocation  of  100  percent  of  a 
merchant's  capacity  through  bilateral 
n(;gotiation.s  is  counter  to  the 
(Commission's  core  obligation  under 
.s(;ctions  205,  200,  and  21 7(b)(4)  ^•'*  of  the 
F"PA,  com])romi.s(;s  the  oj)en  access 
principles  at  the  core  of  Order  Nos. 


-'"AWKA  at  3:  NYTO  al  2. 

-•  l•:l•:l  at  .S. 

2::  Duke  at  3. 

^  ‘AWLA  at  (i. 

AWI;A  at  (i. 

-'’APPA  and  NKLOA  ar^iu!  tho  (kiinini.s.sion  lias 
is>iu)r(!d  its  statutorv  nlili^^ation  undur  I'PA  suction 
217(l))(4)  tliat  directs  the  Oonnnission  to  I'acilitatu 
tin;  planning  and  expansion  ol  transmission 
facilities  to  meet  the  reasonable  needs  of  load- 
serving  entities  to  satisfy  their  service  oliligations. 
APPA  at  12:  NKIiCA  at  1 1-12. 


888,^"  800^7  l()()(),2ti  .,,.,(1  ^vill  ,.(,sult 

in  itn  unjust,  unreasonable,  and  unduly 
discriminatory  paradigm.-"  F'or 
(;xample,  TAP.S  argiuts  that  the 
(Commi.ssion  should  not  relax  its 
merchant  policies  but  should  inst(;ad 
continue  to  retjuire  a  substantial  jiortion 
of  the  cajiacily  to  be  made  available  to 
oth(;r  customers,  throitgh  ;in  open 
.season,  on  the  same  rates  and  terms  as 
are  ajijilied  to  the  anchor  customerjs)."" 

13.  APPA  and  NRE(CA  assert  that  onr 
existing  policies  alr(;ady  provide 
substantial  flexibility  and  have  not 
prevent(;d  the  develojunent  of  merchant 
transmission  ])roj(;ct.s."'  They  argue  that 
the  incentives  inberent  in  the 
Commission’s  jiroposed  jiolicv 
.statement  are  poorly  aligned  with  the 
Commi.ssion’s  goals.  TAP.S  similarly 
refutes  the  claim  that  developers  have 
an  inh(;rent  incrintive  to  widely  solicit 
interest  in  merchant  transmi.ssion 
projects,  arguing  that  once  a  developer 
takes  on  an  anebor  cu.stomer,  its 
oj)])ortunity  and  incentives  align  with 
that  customer."- 

14.  Further,  N)  Rate  ("ounsel  argues 
that  the  ])rop()sed  policy  statement  may 
have  the  unintended  cons(;()uence  of 
r(;ducing  comj)(;tition  in  the  long  run 
and  thus  ultimately  increasiug  the 
delivered  cost  of  electricity.""  N)  Rate 
C.oun.sel  and  TAP.S  both  argue  that  the 
Commission  has  long  r(;cognized  that 

-'•Promoting  WItoh’siili;  (^onipalilioii  I'hrmigh 
Open  Access  S’on-Discriminaloiy  Trtinsniission 
H(nxices  hv  Public  I’lilHies:  lieenveix  oj  Slmniltrd 
Ousts  by  Public  ( ’lililies  ami  Transiniltin’>  I  'tilities. 
Order  No.  KHK.  I’LKC  .Stills.  S  Kegs.  1l  31.()3()  (lOSHi). 
artier  on  ivh  'g.  Order  No.  8(iH-A.  I’LKC  .Stills.  >!: 

Kegs.  11  31.048.  order  on  ivb  'g.  Order  No.  888-li.  81 
I'LKO  II  81 .248  (1007).  order  on  reb'g.  Order  No. 
888-0.  82  l•'LK(:  II  81.04()  (10‘I8),  afl'd  in  relevant 
pail  sub  noin.  Transmission  Access  Policy  Study 
Oronp  V.  PPllO.  225  F.3d  887  (DO  Oir.  2000).  ail'd 
sub  nom.  \’e\v  York  r.  FEllO.  535  II..S.  1  (2002). 

Preventing  Undue  Discrimination  and 
Preference  in  Transmission  Sen-ice.  Order  No.  800. 
FLKO.  Stats.  8:  Kegs.  1|  31 .241 .  order  on  reh  'g.  Order 
No.  800-A.  FLKO  Stats.  K-  Kegs.  1|  31.2(il  (2007). 
order  on  reb'g.  Order  No.  800-B.  123  FLKO  1l  81 .200 
(2008).  order  on  reb'g.  Order  No.  800-(;.  128  FUK; 

II  ()1 .228  (2000).  order  on  clarifit-ation.  Order  No. 
800-1).  120  FLKO  II til. 128  (2000). 

Transmission  Planning  and  Cost  Allocation  bv 
Transmission  Owning  and  Operating  Public 
Utilities.  Order  No.  1000.  F1;K(:  Stats.  8c  Kegs. 

II  31 .323  (2011).  order  on  reb'g.  Order  No.  1000-A. 
130  FLKO  II  81 .132.  order  on  ivb'g.  Order  No.  1000- 
IL  141  FFKC,  1181.044  (2012). 

''"APPA  at  3:  N)  Kate  Counsel  at  4-0:  NKIX'.A  at 
4-0.  12:  iind  TAP.S  at  10.  TAP.S  iirgues  llial  I  lie 
Commission's  ))roposed  |)olicy  statement  will  (1) 
result  in  undersized.  single-|mrpose  mercliant 
triinsmission  lacililies  with  restricted  iiccess.  (2) 
undermine  regional  triinsmission  |)limning 
processes.  (3)  hidkanize  tliegrid  and  impiiir 
comiietitive  wholesale  markets,  and  (4)  hamstring 
acce.ss  to  competitive  generation  and  triinsmission 
development.  TAPS  at  1-5. 

'"’TAPS  al  10. 

"  APPA  al  4:  NKIiCA  ill  5. 

""TAPSal  8-7.  0. 

""  N)  Kate  Counsel  at  4. 
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transmission  is  a  natural  monopoly  and 
that  “the  most  likely  route  to  market 
power  in  today’s  electric  utility  industry 
lies  through  ownership  or  control  of 
transmission  facilities.”  'I'APS  and 
NRFCIA  underscore  c.oncerns  over 
transmission  siting  fatigue-*'’  and  right- 
of-way  limitations,  arguing  that  a  small 
wind  develoi)er  (ixcluded  from  a 
merchant  ])roject  is  unlikely  to  he  able 
to  reach  the  market. •*•’ 

III.  Final  Policy  Statement 

A.  A'eed  for  Refiuod  Policies  Hegording 
Allocation  of  CapacHv  on  Transmission 
Projects 

15.  The  fundamental  concern 
underlying  the  .second  and  third  factor 
of  the  Commi.ssion’s  four-factor  analysis 
for  negotiated  rate  authority  is  that  new 
transmi.ssicn  capacity  should  be 
allocated  in  a  not  unduly  discriminatory 
or  jireferential  manner.  Based  on  the 
Commission’s  experience  with  new 
merchant  transmission  projects  and  on 
the  comments  received  in  this 
])roceeding,  the  Commission  believes 
that  it  can  provide  more  flexihilitv  in 
the  capacity  allocation  process  for 
customers  and  transmission  developers, 
while  still  ensuring  that  the  resulting 
allocation  c)f  new  transmission  ca])acity 
is  not  unduly  discriminatory  or 
j)referential.  By  adoj)ting  the  policies 
lierein,  the  Commission  seeks  to 
encourage  merchant  transmission 
develojjers  intending  to  seek  negotiated 
rate  authority  to  utilize  the  guidelines 
discus.sed  herein.  To  the  extent  the 
Commi.ssion  determines  that  a  merchant 
transmi.ssion  developer  com])lies  with 
such  jiolicies.  the  Commission  will  find 
that  the  developer  has  satisfied  the 
second  (undue  discrimination)  and 
third  (undue  preference)  factors  of  the 
four- factor  analysis.-*^ 

IB.  The  Commission  therefore  refines 
its  ca])acity  allocation  policies  to  allow 


TAI’.S  at  ()  (ciliii*’  Promoting  Wholasala 
Competition  Throitf’h  Open  Across  \'on- 
l^iscriminatoix  Transmission  Scixiccs  l)v  Piihlic 
I  it  Hit  ins:  lincovmv  of  Stranded  Costs  l>v  Pnhiic 
Vtilities  and  Transmitt in<i  I  Uilities.  Orclor  No.  888. 

.Stat.s.  S  Ko^.s.  *11  81  .oati  at  81  .(i48).  N)  Rato 
Boiiiisol  additionallv  posits  that,  in  privato 
no^otiations.  an  anchor  tenant  that  expects  to  ^ain 
inark(!t  power  l)v  excluding  otlier  f^eninators  from 
ai:ce.ss  to  tlie  new  transmission  project  coidd  seek 
an  allocation  of  1t)l)  percent  of  ])roject  capacity  in 
nitnrn  for  an  offer  to  split  tin;  anticompiititive  gains 
with  the  merchant  diivcdoper.  N|  Rate  {'.onnsel  at  7. 

‘"■Transmission  siting  fatigue  is  the  idea  that, 
altera  transmission  line  is  sited  and  permittcHl  in 
an  area,  it  will  he  significantly  more  difficidt  to  giit 
an  additional  transmi.ssion  line  sited  and  |)ermitted 
in  that  same  area. 

“■  TAI’.S  at  li:  WRIT :A  at  1 0-1 1 . 

“^The  remaining  two  (ihinook  factors,  the 
justness  and  reasonahleness  of  rates  and  regional 
reliahility  and  ojierational  efficiency  reepdrements. 
remain  elements  of  the  Ciommission's  analysis  of 
merchant  a)iplications  for  negotiated  rate  authority. 


tho  dovoluptu'  of  a  lunv  iiKtrchaiit 
transmi.ssion  project  to  .select  a  .subset  of 
cu.stomers,  based  on  not  unduly 
discriminatory  or  preferential  criteria, 
and  negotiate  directly  with  those 
customers  to  reach  agreement  on  the  key 
rates,  terms,  and  conditions  for 
|)rocnring  uj)  to  the  full  amount  of 
transmi.ssion  capacity,  when  the 
developer  (1)  broadly  solicits  interest  in 
the  project  from  potential  customers  and 
(2)  demonstrates  to  the  (Commission  that 
the  develojK!!'  has  satisfied  the 
solicitation,  selection  and  negotiation 
process  criteria  .set  forth  herein.  This 
cajiacity  allocation  jirocess  akso  will 
apply  to  the  developer  of  a  new 
noninenmhent.  co.st-ha.sed,  participant- 
funded  project. 

17.  With  regard  to  concerns  raised  by 
commenters  that  the  policies  de.scrihed 
in  the  jiroposed  policy  statement  may 
compromise  open  access,  halkanize  the 
grid,  or  otherwise  impair  comjietition, 
these  comments  were  taken  into  ac:count 
in  onr  development  of  the  cajiacity 
allocation  policies  .set  forth  herein.  We 
believe  that  the  allocation  process 
outlined  herein  will  provide  the  same 
jirotections  as  a  formal  open  season 
proc(!.ss,  i.e.,  that  a  broad  notice  at  the 
early  stagiis  of  jiroject  development  and 
rigorous  demonstration  after  the 
selection  of  transmission  cu.stomers  wilt 
mirror  our  earlier  reejuirements. 
'rherefore,  the  (Commi.ssion  disagrees 
that  the  refinements  to  onr  capacity 
allocation  policies  reflected  herein  are  a 
dejiarture  from  the  (Commission’s 
fundamental  jiolicies  governing  open 
access  and  encouraging  competition. 
Retaining  and  refining  the  process  hv 
which  capacity  is  allocated  on  such 
projects  will  increa.se,  rather  than 
impair,  opjiortunities  for  customers  in 
need  of  new  tran.smi.s.sion  service. 

18.  Specifically,  under  this  final 
policy  statement  the  Commission  will 
allow  merchant  tran.smission  developers 
to  allocate  up  to  100  percent  of  their 
jirojects’  capacity  through  bilateral 
negotiations,  'fhe  Commission  will  also 
allow  cajiacity  allocation  to  affiliates, 
when  done  in  a  transjiarent  manner 
with  the  transjiarency  jirotections 
adojited  in  this  final  jiolicy  statement, 
so  that  other  interested  jiarties  can  voice 
concern  if  they  believe  the  affiliate  was 
treated  jireferentially  at  the  exjien.se  of 
another  jiarty. 

10.  Tho  flexibility  we  afford  under  the 
Jiolicy  outlined  below  is  comjilemented 
by  the  emjihasis  on  additional  detail  the 
Commission  will  exjiect  from 
transmi.ssion  jiroject  develojiers 
concerning  the  jirocess  they  utilize  to 
allocate  jiroject  cajiacity.  The 
Commission  agrees  with  commenters 
that  each  mendiant  transmi.ssion  jirojecT 


has  uniijue  jiroject-sjiecific 
characteristics  that  warrant  jiroviding 
such  develojiers  flexibility  in 
negotiating  risk-sharing  and  other 
details.  The  Commission  likewi.se 
acknowledges  that  merchant 
transmission  develojiers  have  inherent 
incentives  to  solicit  intere.st  widely  in  a 
jiotential  jiroject.  However,  the 
Commission  akso  ajijireciates 
commenter  concerns  that  counter- 
incentives  may  exist  that  could  motivate 
a  develojier  to  undidy  jirefer  one  or 
more  customers.  To  jirotect  against 
undue  di.scrimination  and  undue 
jireference,  the  (knmnission  will  expect 
merchant  transmission  develojiers  to 
engage  in  an  ojien  .solicitation  to 
identify  jiotential  transmission 
customers,  and  to  demonstrate  to  the 
Commission  that  the  jirocesses  leading 
to  the  identification  of  customers  and 
execution  of  relevant  capacity 
arrangements  are  consistent  with  our 
Jiolicies  herein  and  our  ojien  access 
jirincijiles.  The  Commission  believes 
that  this  apjiroach,  when  conjiled  with 
the  existing  section  2()(i  protections 
against  undue  di.scrimination  and 
undue  jireference.  serves  the  interest  of 
customers  and  develojiers  alike.  *“ 

20.  We  recognize  that  a  develojier’s 
incentives  may  change  once  it  has 
contracted  with  a  customer  for  a 
substantial  jiortion  of  the  transmission 
develojier’s  cajiacity.  Indeed,  several 
jiarticipants  at  the  Fehruary  2012 
workshoji  noted  that  part  of  the  rea.son 
develojiers  need  to  he  able  to  negotiate 
more  freely  with  jiotential  cn.stomers  is 
that  there  are  a  iiumher  of  details  to 
coordinate  between  the  generation  and 
transmi.ssion  jirojects,  recognizing  that 
once  a  transmission  develojier  has 
secureil  cu.stomers.  its  business  success 
dejiends  on  its  customers’  success.  In 
this  way,  the  relationshiji  between 
transmission  develojier  and 
transmi.s.sion  customer  will  inherently 
re.semhle  that  of  a  joint  venture.  We 
believe  the  jiolicies  de.scrihed  herein 
ensure  that  there  is  an  ojien, 
transjiarent,  and  fair  jirocess  to  hecome 
a  transmi.ssion  customer,  and  in 
jiarticnlar  we  believe  that  the 
Commi.ssion’s  review  of  the  jiost- 
.selection  demonstration  will  helji 
discijiline  the  jiroce.ss.  We  further 
believe  the  flexibility  allowed  through 
bilateral  negotiations  is  apjirojiriate  in 
light  of  the  risk-sharing  inherent  in  the 
relationshiji  between  the  transmi.ssion 
develojier  and  its  cu.stomers. 

21.  The  Commission  similarly 
ajijireciates  concerns  with  resjiect  to 
tran.smi.s.sion  siting  fatigue  and  right-of- 
way  limitations.  Under  the  jiolicies 


See  Chinook.  120  FKRC  1|  01.184  at  I’  41. 
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a(i()|)te(l  herein,  the  Comnii.ssion  will 
evaluate  a  developer’s  reasoning  for  the 
sizing  of  new  transini.ssion  facilities  to 
ensure  that  the  sizing  of  such  facilities 
was  based  on  objective  criteria,  rather 
than  the  result  of  undue  preference  or 
undue  discrimination.  In  doing  so,  the 
('.oniinission  will  he  cognizant  of  the 
potential  for  undersized  transmission 
facilities  that  show  an  undue  preference 
for  one  customer  over  another,  involve 
undue  di.scrimination  against  a  potential 
customer,  and/or  that,  as  a  result  of  the 
anticompetitive  nature  of  the  sizing, 
result  in  rates  for  transmission  service 
that  are  not  just  and  reasonable.  If  the 
Commi.ssion  finds  that  a  transmission 
|)roject  is  undersized  as  the  result  of 
undue  jjreference.  undue  discrimination 
or  other  anticom|)etitive  behavior,  the 
Comnii.ssion  has  the  authority  to  reject 
the  proposed  allocation  of  capacity  on 
such  jiroject.  Moreover,  entities  that 
believe  that  such  biases  resulted  in  a 
discriminatory  allocation  of  capacity 
will  have  the  opportunity  to  protest  the 
transmission  developer’s  post-selection 
demonstration.  *'*  The  f^ommi.ssion  i:an, 
and  has  demon.strated  that  it  will,  reject 
unacceptable  projiosals  for  transmission 
capacity  allocation  when  aj)])roj)riate.*" 

22.  \Ve  reaffirm  here  that  all  merchant 
transmission  develojiers  and 
nonincaunhent  cost-based,  particijiant- 
fnnded  transini.ssion  jirojects  become 
public  utilities  at  the  time  their  projects 
are  energized  (and.  depending  on  the 
circumstances,  mav  heconu!  public: 
utilities  even  earlier).  Public  utility 
transmission  jiroviders  are  subject  to  the 
(lommi.ssion’s  OATT  recpiirements. 
including  the  obligation  to  exjiand  their 
transini.ssion  systems,  if  necessary,  to 
provide  tran.smission  service.'*'  This 
should  help  to  allay  concerns  about  the 
j)ot(!ntial  for  undue  discrimination  and 
prefercmce  with  resjiect  to  the  sizing  of 
the.se  types  of  projcicts. 

B.  Merchant  Projects 
1.  Open  Solicitation  Process 

23.  Based  on  the  Commission’s 
experience  with  prior  ca.ses  and 
information  received  from  the  technical 
conference,  the  workshop,  and  in 
responses  to  the  jirojKi.sed  jiolicv 
statement,  the  Commission  believes  that 


•''.Sucli  cnlilitss  roniiiin  (nilithnl  to  cxorciso  llmir 
sliitulcirv  ri^lil  to  siicli  cnpacitv 

allfK:ati()iis  undtrr  sinrlion  2(Mi  (itllio  I'I’A. 

-"‘.Si?*?.  MoiitUdin  SliiUrs  Transmission 
Intnrtin,  U.Cmnl  SoilhWcstfin  Corp..  127  *11 

(i1.27()  (2()()<)). 

•"  San  Pro  Forma  0|m!I1  Acxass  Tiiinsinission 
■fiiriH  S  1.S.4(!i).  .Sm'  also  Tn-s  Ami}>as  LLC.  KU) 
IT:R(;  *11  (il  .207.  at  I’l’  1 H.  70.  HO  (2010):  SnnZia 
Transmission  LLC:.  i;il  KHRC 'il()1.102.  at  l*4:i 
(2010):  SanZia  Tixmsmission  LLC.  l.'l.S  l•■|•:R(: 
^101.100.  at  IM’  10-11.  22  (2011):  Montana  Allxnia 
Tin.  Ltd..  119  FKRC 1  01 .210.  at  1’  7  (2007). 


bilateral  negotiations,  if  conductcul  in  ti 
transparent  manner,  iiiiiy  smve  the  same 
jnirpo.se  ;is  an  ojien  .season  jirocess  to 
ensure  against  undue  di.scrimination  or 
jireference  in  the  jirovision  of 
transmission  service.  Hence,  under  this 
fiiiid  jiolicy  statement,  merch.mt 
tran.sniission  develojiers  .seeking 
negotiated  rate  authority  may  instead 
engage  in  an  ojien  solicitiition  of  interest 
in  their  jirojects  from  jiotential 
tran.sniission  customers  in  lieu  of  the 
jirevious  recjuiremeiit  of  a  formal  ojien 
season.  Such  ojieii  solicitation  should 
include  a  broad  notice  i.ssued  in  a 
manner  that  ensures  that  all  jiotential 
and  interested  customers  are  informed 
of  the  jirojiosed  jiroject.  For  examjile, 
such  notice  may  he  jilaced  in  trade 
magazines  or  regional  energy 
jiulilications,  may  include 
communications  with  regional 
tran.smission  jilanning  groujis  such  as 
through  the  Order  No.  1000  regional 
Jilanning  jirocess,^-  and  may  use  email 
distriliution  lists  addressing 
tran.smission-related  matters.  In 
resjion.se  to  commenters  that  asked  that 
we  clarify  what  constitutes  broad 
notice.^-*  we  note  that  these  examjiles  of 
broad  notice  are  not  intended  to  he 
exhaustive  or  jire.scrijitive.  A  develojier 
should  make  reasonable  efforts  to 
ensure  that  all  jiotential  transmission 
cu.stomers  would  he  made  aware  of  the 
intention  to  develoji  the  jiroject. 

24.  Such  notice  should  include 
transmission  develojier  jioints  of  contact 
and  jiertinent  jiroject  dates,  as  well  as 
sufficient  technical  sjiecification.s  and 
contract  information  to  inform 
interested  cu.stomers  of  the  nature  of  the 
Jiroject,  including: 

■  Project  size/cajiacity:  MW  and/or 
kV  rating  (sjiecific  value  or  range  of 
values) 

■  End  Jioints  of  line  (as  sjiecific  as 
jio.ssilile  such  as  points  of 
interconnection  to  existing  lines  and 
suhstations,  although  it  may  he 
jioteutially  broad,  such  as  Montana  to 
Nevada,  if  the  jiroject  is  very  early  in 
develojiment) 

■  Projected  construction  and/or  in- 
service  dates 

■  Tyjie  of  line — for  examjile,  A(;.  DC', 
lii-directional 

■  Precedent  agreement  (if  develojied) 

■  Other  cajiacity  allocation 
arrangements  (including  how  it  will 
address  jiotential  oversuliscrijition  of 
cajiacity) 


••-Wi!  nolo  ttiiil  N|  Riito  Counsel  suggosliKl  tlinl  ii 
}>r()U|)'s  piirticipulion  in  tin;  ()rcl(!r  No.  IIKKI  procii.ss 
could  Ixi.'iron  llioopon  solicitiition  |■(i(|uir(!nl(!nts.  N) 
Riito Counsel  at  12-i:i. 

•‘■‘.See.  a.f’..  I’attern  'ri'iinsmission.  1,1’  at  HI:  WITC 
at  4. 


2.5.  The  develojier  should  al.so  sjiecify 
in  the  notice  the  criteria  it  jilans  to  u.se 
to  select  transmission  customers,  such 
as  credit  rating;  "first  mover”  status 
(i.e.,  customers  who  resjiond  early  <md 
take  on  greater  jiroject  ri.sk);  and 
customers’  willingness  to  incorjiorate 
Jiroject  ri.sk-sharing  into  their  contracts. 
This  will  contrihute  to  the  transjiarency 
of  the  Jirocess  and  will  helji  interested 
entities  know  at  the  outset  the  features 
of  the  Jiroject  and  how  the  merchant 
transmission  develojier  will  consider 
bids.  This  list  of  criteria  is  not 
jire.scrijitive  or  exhau.stive. 

2(i.  Develojiers  may  al.so  adojit  a 
sjiecific  set  of  objective  criteria  that  they 
will  use  to  rank  jirosjiective  cu.stomers, 
jirovided  they  can  justify  why  such 
criteria  are  ajijirojiriate.  Clean  Line 
suggests  the  Commission  .should 
consider  incorporating  additional 
criteria  as  jiart  of  the  cajiacity  allocation 
process.  ini;luding:  Willingness  to  jiay, 
length  of  term  for  transmission  service, 
accejitance  of  jiroposed  business  terms, 
and  the  .state  of  advancement  in 
generation  jiroject  develojiment. ■*■*  The 
Commi.ssion  believes  that,  while  the 
additional  criteria  sugge.sted  by  Clean 
Line  ajijiear  rea.sonalile  on  their  face,  we 
would  need  additional  information  to 
ensure  the  criteria  jirojiosed  are  indeed 
uniformly  ajijirojiriate  and  are  not 
di.scriminatory.  Thus,  we  decline  to 
incorjiorate  at  this  time  the  additional 
criteria  jirojio.sed  by  Clean  Line,  though 
we  could  consider  these  tyjies  of  criteria 
in  a  sjiecific  case  before  the 
C'ommi.ssion. 

27.  Finally,  the  (kimmission  exjiects 
the  merchant  transini.ssion  develojier  to 
ujidate  its  jiosting  if  there  are  any 
material  changes  to  the  nature  of  the 
Jiroject  or  the  status  of  the  cajiacity 
allocation  jirocess,  in  jiarticular  to 
ensure  that  interested  entities  are 
informed  of  remaining  available 
cajiacity.  As  jirojiosed  by  WITC,'*-'’  time- 
stamjied  ujidates  on  a  developer’s  Web 
site  is  one  reasonable  ajijiroach  for 
alerting  interested  jiarties  to  jieriodic 
changes  in  jiroject  information. 

Jirovided  that  the  develojier’s  initial 
liroad  notice  had  alerted  entities  to  the 
ilevelojier’s  Web  site,  and  to  the 
jiossihility  that  changes  might  (K:cur  and 
would  he  jiosted  there. 

28.  Under  the  final  jiolicy  statement, 
once  a  .subset  of  cu.stomers  has  been 
identified  liy  the  develojier  through  the 
ojien  solicitation  jirocess,  the 
Commission  will  allow  develojiers  to 
engage  in  bilateral  negotiations  with 
each  Jiotential  customer  on  the  sjiecific 
rates,  terms,  and  conditions  for 


Cliiiin  l.ino  at  (i. 
■•■•wm;  at  2,  .S. 
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procuring  transniission  cajjacity,  as  the 
("onunission  recognizes  tliat  develojiers 
and  ])otential  customers  may  need  to 
negotiate  individualized  terms  that  meet 
their  uni(iue  project-specific  needs. •*“  In 
the.se  negotiations,  tlu;  Commi.ssion  will 
allow  for  distinctions  among 
pros]K!ctive  customers  ha.sed  on 
transparent  and  not  unduly 
discriminatory  or  preferential  criteria — 

.so  long  as  the  differences  in  negotiated 
terms  njcognize  material  diltercmces  and 
do  not  result  in  undue  di.scrimination  or 
preference — with  the  ])otential  result 
that  a  single  customer,  including  an 
affiliate,  may  he  awarded  u|)  to  100 
percent  of  cajiacity.  For  instance, 
developers  might  offer  “first  mover” 
customers  more  favorable  rates,  terms, 
and  conditions  than  later  customers. 

'I'liis  represents  a  change  from  prior 
policy,  under  which  the  Commission 
recpiired  that  a  developer  offer  their 
“anchor  customer  deal”  in  the  ojjen 
.season  to  any  other  customer  willing  to 
make  the  same  commitment  as  the 
anchor  customer,  such  that  all 
cu.stomers  had  access  to  the  same  rates, 
terms,  and  conditions. For  reasons 
discus.sed  above,  including  the  need  to 
negotiate  individualized  terms  and 
incent  (unly  movers,  we  conclude  that 
this  jiolicy  change  is  approjniate. 

2.  Fost-Selection  Demonstration 

29.  In  the  jjast,  the  Commission 
r(!(|uired  that  developers  file  a  re])ort, 
shortly  after  the  close  of  the  open 
sea.son.  on  the  resnlts  of  the  o])en  .season 
and  any  anchor  cu.stomer 
pre.sul)scription,  including  information 
on  the  notice  of  the  open  sea.son,  the 
method  used  for  evaluating  bids,  the 
identity  of  the  parties  that  jnirchased 
capacity,  and  the  amount,  term,  and 
price  of  that  caj)acity.‘*"  The 
Commission  recpiired  this  report  to 
jjrovide  tran.sjjarency  to  the  allocation  of 
initial  tran.smission  rights,  and  to  enable 
unsuccessful  bidders  to  determine  if 
they  were  treated  in  an  unduly 
discriminatory  manner  so  that  they  may 
file  a  complaint  if  they  believe  they 


\Vhil(!  nn^otiiitions  lor  tlio  allocution  ol  initial 
transmission  ri}>lits  may  aciciross  terms  and 
conditions  ol  the  transmission  service  to  hi; 
ultimately  taken  once  the  lacilities  are  in  service, 
the  (iommission  will  adhere  to  its  polii:y,  re*>arilless 
ol'any  negotiat(!d  agrtKiinent.  that  any  deviations 
from  the  Oonnnissimi's  pro  forma  O.A'IT  must  he 
justified  as  consistent  with  or  superior  to  the  pro 
forma  O/VI’T  whim  the  transmission  developer  hies 
its  OATT  with  the  Commi.ssion.  The  Commission 
will  evaluate  any  deviations  on  that  basis  when 
thev  are  submitted.  .See  (Chinook,  I2li  l•■l•;RC 
II  Iii.i;i4  at  IMM7. 1)3. 

•>7  .See  Chinook.  12()  FKRC  1|  til  .134  at  IMi  1 . 

^"Chinook.  120  FKRC:  11  (>1.1.34  at  FF  41. 43. 


were.'*’'  Tho.se  rojiorts  wore  not  noticed, 
and  did  not  receive  Commission  action. 

30.  The  Commi.ssion  will  continue  to 
rtKjiiire  merchant  transmission 
developers  to  di.sclose  the  results  of 
their  capacity  allocation  process,  though 
this  disclosure  will  he  part  of  the 
(Commission’s  a])|)roval  of  such  cajiacitv 
cillocation  process,  and  thus  noticed  and 
acted  upon  under  .sttetion  205  of  the 
FFA.  Sjiecifically,  to  provide 
transjiarency,  and  to  prevent  against 
undue  discrimination  and  undue 
jireference  by  merchant  transmission 
develojiers,  this  final  jiolicv  statement 
expects  developers  to  demonstrate  that 
the  processes  that  led  to  the 
identification  of  tran.smission  cu.stomers 
and  the  execution  of  the  relevant 
contractual  arrangements  are  consistent 
with  the  jiolicies  described  herein,  and 
consi.stent  with  our  open  acce.ss 
jirinciples.  The  merchant  tran.smission 
developer  shoidd  de.scrihe  the  criteria 
used  to  select  customers,  any  price 
terms,  and  any  risk-sharing  terms  and 
conditions  that  .served  as  the  basis  for 
identifying  transmission  cu.stomers 
selected  versus  those  that  were  not.  To 
this  end,  and  in  re.s|)onse  to  comments 
sugge.sting  additional  transparency 
measures,^’"  the  (Commission  will  expect 
that  the  develojier  include,  at  a 
minimum,  the  following  information  in 
the  demonstration  to  provide  sidficient 
transparency  to  the  (Commission  and 
interested  parties: 

(1)  Ste])s  th(!  developer  took  to 
provide  broad  notice,  including  the 
project  information  and  cu.stomer 
evaluation  criteria  that  were  relaytid  in 
the  broad  notice; 

(2)  Identity  of  the  j)artie.s  that 
exprcissed  interest  in  the  project,  placed 
bids  for  project  ca])acity,  and/or 
jjurchased  capacity;  and  the  capacity 
amounts,  terms,  and  prices  involved  in 
that  interest,  hid,  or  jjiirchase; 

(3)  Basis  for  the  develojjer’s  decision 
to  prorate,  or  not  to  prorate,  caj)acity.  if 
a  proposed  j)roject  is  oversuh.scrihed; 

(4)  Basis  for  the  develojier’s  decision 
not  to  increase  cai)acity  for  a  proposed 
jjroject  if  it  is  oversnhscrihcid  (including 
the  details  of  the  (H:onomic,  technical,  or 
financial  infeasihilitv  that  is  the  basis 
for  (hiclining  to  increase  caj)acitv); 

(5)  Justification  for  offering  more 
favorable  rates,  terms,  and  conditions  to 
certain  cn.stomers,  such  as  “first 
movers”  or  those  willing  to  take  on 
greater  project  risk-sharing; 

((i)  (Criteria  u,s(ul  for  distinguishing 
customers  and  the  method  nscxl  for 


Chinook.  12()  F'FRC  1|  (>1.134  ;i1  F  41: 
Montana  Alharta  Tin.  Ltd..  1  Hi  F'FRC  1|  (>1.071.  at 
F  37  (2(UI()). 

■'"AM  a(  ()-7:  TAF.S  at  i:i-14. 


evaluating  bids.  This  .should  include  the 
details  of  how  each  jiotential 
transmission  cu.stomer  (including  both 
those  who  were  and  those  who  were  not 
allocated  capacity)  was  evaluated  and 
compared  to  other  potential 
transmission  customers,  both  at  the 
early  stage  when  the  developer  chooses 
with  whom  to  enter  into  bilateral 
negotiations  and  siihsecjiiently  when  the 
developer  chooses  in  the  negotiation 
phase  to  whom  to  award  transmission 
cajiacity; 

(7)  Explanation  of  decisions  used  to 
.select  and  reject  sjiecific  customers.  In 
particular,  the  report  should  identify  the 
facts,  including  any  rates,  terms  or 
conditions  of  agreements  unique  to 
individual  customers  that  led  to  their 
.selection,  and  relevant  information 
about  others  that  led  to  their  rejection. 

If  a  selected  customer  is  an  affiliate,  the 
("ommission  will  look  more  carefully  at 
the  basis  for  reaching  that 
determination. 

31.  In  respon.se  to  nupie.sts  that  the 
Commission  clarify  when  a 
transmi.ssion  developer  needs  to  reejuest 
apjiroval  of  its  cajiacity  allocation 
jirocess,’’’  we  will  allow  a  develojier 
di.scretion  in  timing  its  reejuest  that  the 
(iommi.ssion  ajijirove  a  cajiacitv 
allocation  jirocess.  For  exainjile, 
develojiers  can  seek  ajijiroval  of  their 
cajiacity  allocation  ajijiroach  after 
having  comjileted  the  process  of 
.selecting  customers  in  accordance  with 
onr  jiolicies.  Alternatively,  a  develojier 
can  fir.st  seek  ajijiroval  of  its  cajiacity 
allocation  ajijiroach.  and  then 
demonstrate  in  a  comjiliance  filing  to 
the  Commission  order  ajijiroving  that 
ajijiroach  that  the  develojier’s  .selection 
of  customers  was  consistent  with  the 
ajijiroved  selection  jiroce.ss.  Under 
either  jirocednral  framework,  the 
("ommi.ssion  will  notice  the 
demonstration,  allow  jirotests.  and 
reach  a  determination  regarding 
whether  the  develojier’s  selection  of 
customers  was  consistent  with  our 
Jiolicies  herein  and  our  ojien  access 
jirincijiles.^’-  However,  we  agree  with 
.some  commenters  that  jirotests  filed  in 
resjionse  to  the  jio.st-selectioii 
demonstration  should  he  focu.sed  on  the 


Saa.  (■.».,  Fatliirn  Transinission.  I.F  at  13. 

Unilor  this  policy  statement,  the  Commission's 
policies  lor  reviewing  capacity  allocation  proce.sses 
will  a))|)ly  eipiallv  to  both  new  merchant 
transmission  developers  and  new  nonincumhent 
cost-based  |)articipant-fimded  transmission 
developers.  With  respect  to  new  merchant 
transmi.ssion  developers,  the  Commission's 
consideration  ol  this  ca|)ac:ity  allocation  process 
will  he  a  part  of  the  Commi.ssion 's  evaluation  of  the 
applicant's  recpiest  for  negotiated  rate  authoritv. 
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matters  at  i.ssue  in  the  Commission’s 
review. 

32.  We  emphasize  that  the 
information  in  the  j)ost-sele(:tion 
deimaistration  is  an  e.ssential  part  of  a 
nien;hant  iievi!loj)(;r’s  nupiest  for 
ap|)roval  of  a  capacity  allocation 
process,  and  that  the  (levelo|)er  will 
have  the  burden  to  demonstrate  that  its 
|)rocess  was  in  fact  not  nndnly 
discriminatory  or  preferential,  and 
nisnlted  in  rates,  terms,  and  conditions 
that  are  just  and  reasonable.  Thus, 
interested  ])arties  will  have  the 
oj)j)ortnnity  to  submit  jirotests  on  the 
jlemonstration  to  ensure  then;  is 
sufficient  transj)arency.  The 
('.ommission  exj)ects  that  intere.sted 
parties  who  believe  that  the  ]jrot:ess 
used  to  select  customers  and  allocate 
capacity  on  merchant  transmission 
projects  was  unjust  or  j)referential 
woidd  file  comm(;nts  or  j)rotests  on  the 
d(;monstration.  Interested  parties  also 
remain  entitled  to  exercise  their 
.statutory  right  to  challenge  the  })rocess 
under  section  200  of  the  FFA. 

33.  In  resjjon.se  to  commenters  that 
n;(jne.st  that  we  recognize  tin; 
commercially  sensitive  nature  of  the 
business  arrangements  a.ssociated  with 
capacity  allocation,  we  clarify  that  we 
will  address  whether  to  allow  for 
protection  of  such  information  on  a 
case-hy-case  basis."*'’  We  believe 
transparency  is  es.sential  to  onr  allowing 
cajjacity  to  he  allocated  through 
bilateral  negotiations  rather  than  a  more 
formallv  structured  open  .sea.son 
process.  Thus,  we  do  not  agn;(;  that 
certain  types  of  commercial  information 
should  he  genericallv  protected.  To  the 
extent  developers  believe  they  cannot 
file  certain  information  publicly,  they 
may  make  their  case  for  confidential 
treatment  to  the  (Commission  wln;n  they 
file  their  post-selection  demonstrations. 

34.  Witii  resj)ect  to  |)otential  affiliate 
partici|)ation  in  the  capacity  allocation 
|)rocess.  the  Connni.ssion  will  continue 
to  expect  an  affirmative;  showing  that 
the  affiliate  is  not  afforded  an  undue 
pref(;rence."’'’  The  develop(;r  will  hear  a 
high  burden  to  demonstrate  that  the 
assignment  of  capacity  to  its  affiliate 
and  the  corresponding  treatment  of  non- 
affiliated  potential  customers  is  just, 
rea.sonahle.  and  not  nndnly  j)r(;ferential 
or  discriminatorv.  While  the 
('.ommission  will  not  reepiire  non¬ 
affiliates  to  receive;  the;  same;  rates,  terms 
anel  e:onelitie)ns  as  affiliates  as  sngge;ste;el 
hv  some  e;onnne;nte;rs.'’‘’  the  Cejinmission 


'’■*  S<^f  I’iillcrn  Tniiisinission.  LI’  at  14:  WITC  at  ei. 
.See  Al-;i*  at  4:  AM  at  lt)-l  1 ;  Uuko  at  4:  LLl  at 
5:  l’att<;rii  Traiisinission.  LI*  at  ia;  ami  WITCI  at  (i. 

Chinook.  120  FLKC  1  01.1 24  at  I’l’  40-50. 
'’*■  Son.  i;.}’..  T AI*.S  at  20. 


will  t;arefnlly  st:rntinize  any  tliffere;ne;t;s 
in  rates,  terms  anel  cenielitions  for 
affiliates  ve;rsus  ne)n-affiliate;s  tei  ensure; 
theise;  eliffe;re;ne;e;s  are;  ai)propriate;lv 
hii.seel  em  ol)je;e;tive;  e:rite;riii. 

3.5.  (;e)nnne;nte;rs  are;  e;e)ne:e;rne;el  tlnit 
the;  rejieirting  obligations  ele;se:ril)e;et  in 
the;  preipei.seel  pe)lie:y  statement  jiroviele 
inaele;e]nate;  prote;e:tie)ns  for  peitentiitl 
transmissieni  eai.steimers.  NRfXCA  argues 
that  elise:riminatie)n  e:an  tiike;  |)lae:e;  neit 
only  in  the;  seilie'.ittitieni  eif  a  j)re)je;e:t.  but 
also  in  the;  ele;sign  eif  a  ])re)je;e:t,  anel  that 
the;  propo.seel  re;pe)rting  re;eiuire;nie;nt 
wemlel  neit  remeely  this  flaw.'*^  Al’l’A 
a.sserts  that  this  “afte;r-the;-fae;t” 
re;porting  re;e]niriane;nt  is  eif  jiarticnlar 
e:one:ern,  he;e;anse;  the;  (Commission  will 
he  nnele;r  snh.stantial  pre;ssnre;  to 
rnhher. stamp  an  afte;r-the;-fae;t  filing 
l)e;e;an.se;  the;  a])plie:ants  will  have;  alre;aely 
ce)mple;te;el  their  e:e)ntr<u;t  ne;gotiatie)ns 
anel  sele;e:te;el  sne:e:e;ssfnl  eai.steaners.'*'* 
APPA  eamtions  that,  if  the;  (Commissieni 
aelopts  this  jnojio.seel  ])e)lie:y  desjiite 
cannmenters’  e:one:erns.  it  is  ea  itical  that 
the;  as.se)e:iateel  rejiorting  re;einire;me;nts 
neit  he;  e;roeleel  eiver  time.'*’' 

3(i.  The;  (Commi.ssiein  he;lie;ve;s  that  the; 
re;pe)rting  eihligatiems  se;t  feirtli  in  this 
final  polie:y  statement  eifler  snffieae;nt 
])rote;e:tie)ns  te;  eaisnre  that  a  eaipaeaty 
alleiention  j)roi:e;ss  prote;e:ts  against 
nnelne;  ])re;fe;re;ne:e;  eir  eiiseaimination.  In 
re;sponse;  to  eaanmenters  that  ejne;stione;el 
if  any  e:e)n.seepie;nea;.s  atlae;h  to  the;  re;])e)rt 
eir  if  it  is  jn.st  infeirmatieinal,''"  we; 
reiterate;  that  we;  will  neitiea;  the; 
elemon.stratiem  anel  ea)nsiele;r  anv 
pre)te;.sts  suhmitteel  in  re;ae:hing  onr 
eietermination  eni  sne:h  elememstration. 

37.  (Certiiin  eannmenters  argue;  that  the 
se;e:tie)n  200  eannplaint  j)roe:e;.ss  is  an 
insnffieaent  eleterrent  to  nnelne; 
pre;fe;rene:e  eir  eli.seaiminatiein  in  the 
e.ajiacity  alloe;ation  jireieiess,  anel  that  fe;w 
se;e;tie)n  200  eannjilaints  are  likely  to  he; 
fileel  partieailarly  ehie  to  inaele;cinate; 
re;.se)nre:e;s  or  time  tei  monnt  effe;e:tive; 
seedion  200  e;ha!lenge;s.“’  In  particular, 
NJ  Rate  Conn.sel  is  e:one:e;rneel  that  the 
filing  of  se;e:tie)n  200  challe;nge;s  will 
ele;pe;nel  ein  the;  willingne;ss  eif 


”nri:{:a  at  i4. 

"’"Al’I’A  al  <). 

-'•Al’I’A  al  7. 

'‘"Sat;.  TAr.S  al  17-211. 

*■'  Al’I’A  al  8:  AAI  al  0:  N|  Ralo  (^oimsal  al  3: 
NRI'X^A  al  14-15.  NRIX^A  adds  lhal  Ilia  proposad 
I’olicv  .Slalainanl  is  iiiconsislanl  wilh  Ilia 
Coiniiiissioii's  slalainanl  in  (lidar  No.  1(I()II-A  dial, 
"individual  cniiiplaiiils  iiiidar  saclion  200  (il  Ilia 
FI’A  would  nol  siiHica  lo  ovarconia  Ilia  Iraa  ridar 
prolilani  liaceiiisa  liliaalin^  coiiiplainis  liiirdans  and 
unduly  dalays  Ilia  Iransniission  planning  proaass" 
(or  in  lliis  casa.  unduly  dalay  ojian  accass  lo 
Iransniission  sarvici;).  NRKOA  al  15  (ciliiif' 
'Iransniission  Plannin)^  and  Cost  Allocation  hv 
'I'ransniission  Ownin'^  anil  Oparalin'’  I’ahlic 
( W;l/a.s- Ordar  No.  1(IIU)-A.  130  FLRCH  01.132.  al 
I*  577  (2012)). 


]iartie:ipcmts  to  iissiime  a  heavy  hnrelen 
without  atte;nelant  elise:ove;rv  rights,  anel 
on  the;  ne;e;el  feir  an  e;xpe;elite;el  ]iroce;ss 
with  no  a.ssnrane.e  that  the;  |ire)e:e;ss  will 
nieive  e]nie:kly.'‘^  .Similarlv.  NRFCvX 
argne;s  that  e:eim]ilainants  are;  unlikely  tei 
have;  ae:e:e;ss  to  seime;  eir  all  eif  the; 
re;eiuire;el  infeirmation.  anel  NRICCA  notes 
that  the;  (Ceimmi.ssiein  has  at  time;s 
ilismisse;el  eximplaints  alle;ging  wrong- 
eleiing  feir  lae:k  of  spe;e:ifie:ity.'’'*  The;  NJ 
Rate;  (Ceiunsel  asserts  that  reliance;  on  the; 
seedion  200  eximplaint  )ireie:e;ss  shifts  the; 
(ionuni.ssiein’s  ineleiie;neie;nt  re;giilateiry 
re;spein.sihility  to  thirel-]iarty 
eximplainants,  anel  argues  that  the; 
(Ceimmissiein  mn.st  e;xe;re;i.se;  its 
inele]ienete;nt  re;sponsiliility  to  e;nsnre; 
that  rates  remain  just  anel  rea.sonahle 
anel  nol  uneluly  eli.scriminatory.'*'’ 

38.  In  reisjionse  to  these  eximments,  we 
edarify  that,  uneler  the;  proe:t;sse;s  adopteel 
in  this  final  ]iolicy  .state;me;nt,  entities 
will  he;  able  tei  prote;,st  a  eleveloper's 
projieiseel  e;apae;ity  alleiexition  preie:ess 
(whie;h  we;  e;xpe;ed  to  he;  ele;.se:rihe;el  in 
ele;tail  as  part  of  the;  eleveloper’s  jieist- 
se;le;e:tion  elemem.stration  pursuant  tei 
se;e:tie)n  205  eif  the;  FPA).  Uneler  this  final 
polie:y  statement,  the  Connni.ssion  will 
evaluate  the  e:apae;ily  alleie:ation  proe:e;ss 
to  ensure  that  the;  proe;e;.ss  was  not 
uneluly  eliseaiminatorv  eir  ]ire;fe;re;ntial. 
anel  resnlted  in  rate;.s,  terms,  anel 
e:einelitions  that  are;  jn.st  anel  reasonalile. 
Entities  alsei  remain  e;ntitle;el  to 
e:halle;nge;  suedi  e:apae:ity  alleiexitiein 
preie;e;s.se;s  by  filing  a  eximplaint  uneie;r 
se;e:lion  200  of  the  FPA. 

Cj.  Nonincuntheni,  Cnst-I3(isc(i. 
Pavlicipant-Funded  Projects 

39.  The;  Commission  will  !i])])ly  the; 
jieilieiy  clarifications  anel  re;fine;me;nts  in 
this  final  jieilicy  state;ment  not  einly  to 
ne;w  merediant  transml.s.siein  projeicts,  hut 
alsei  tei  nonine:nmlie;nt.  exist -lia.seel, 
jiarticipant-funele;el  transmi.ssiein 
jireijects.  The;  Conuni.s.sion  has  similar 
exinexirns  regareling  the  e;apaenty 
alloexetiein  preiexiss  re;gtn’elle.ss  eif  whether 
the  jireijeied  is  a  new  merediant 
transmission  jiroje;e:t,  or  a 
nonine:nmlie;nt,  exi.st-liaseiel.  particijiant- 
fnnele;el  transmi.ssiein  proje;ed.  That  is,  the; 
Ceimmissiein  is  e.one:e;rne;el  that  aex:e;.ss 
neit  he  nnelnly  eliseaiininateiry  or 
]irefe;re;ntial.  We;  l)e;lie;ve;  that  the;  ]iroex;.ss 
e)ntline;el  herein  will  aelelreiss  sne:h 
exinex;rns.  howe;ve;r.  (Commenteirs  and 
workshoji  jiarticijiants,  meire;e)ve;r, 
snjijiort  the;  (Ceimmission’s  a]i]ilie:atiein  of 
the.se;  peilie:y  e:larifie:ations  anel 
re;fine;ment.s  tei  both  ne;w  merchant 
transmi.ssiein  elevelopers  anel 


N|  Ralo  (kiunsol  al  3. 
'•‘NRLCA  al  14-15. 

N|  RaloCminsol  al  10. 
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nonincumlMMit,  cost-based,  participant- 
funded  transmission  developers. 
Petitions  regarding  capacity  allocation 
on  nonim;uinb(;nt,  cost-based, 

])artici pant-funded  transnii.ssion 
projects  will  be  evaluated  bv  tbe 
Connni.ssion  in  accordance  with  tbe 
(loinmission's  res])onsibilities  under  tin; 
FPA. 

40.  However,  use  of  this  common 
process  does  not  eliminate  tbe 
distinction  between  these  tv])e.s  of 
])rojects.  In  particular,  although  the 
negotiations  between  developers  and 
l)otential  cu.stomers  conld  address  a 
transnii.ssion  rate,  among  other  issues, 
tbe  Commission’s  ajijiroach  to 
reviewing  such  a  rate  would  be  different 
for  a  new  merchant  transmission  project 
than  for  a  new  nonincumbent,  cost- 
based,  jiarticipant-fimded  transmission 
project.  For  a  nonincumbent,  cost-ba.sed, 
particiiiant-funded  transmission  jiroject, 
the  Commission  will  review  the 
transmission  rate,  terms  and  conditions, 
including  any  agreed  upon  return  on 
eipiity,  more  closely  to  ensure  that  thev 
.satisfy  Commission  precedent  regarding 
cost-based  tran.smission  service. 

/I.  Incumbent,  (Jost-Bnscd.  Pnrticipnnt- 
Pnndcd  Projects 

41.  The  Commission  is  not  changing 
its  case-by-case  evaluation  of  reejnests 
for  cost-based  partici])ant-funded 
transnii.ssion  projects  by  incumbent 
transnii.ssion  providers. This  final 
policy  statement  thus  does  not  affect 
incumbent  transmission  develo]mient 
for  the  purpose  of  serving  native  load. 
Incumbents  differ  from  nonincumbents 
in  that  tbe  former  have  a  clearly  defined 
.set  of  existing  obligations  under  their 
OATTs  with  regard  to  new  transmission 
development,  including  participation  in 
regional  planning  jiroce.sses  and  the 
processing  of  transmi.s.sion  service 
re([nest  (jueues.  Nonincumbent 
transmission  develojiers  do  not  yet  own 
or  operate  transnii.ssion  facilities  in  the 
region  that  they  propose  to  develo]) 
transnii.ssion:  thus,  they  are  not  yet 
subject  to  an  CATT  in  that  region.''^ 
Thus,  the  Commission’s  final  policy 
statement  establishes  the  Commission’s 
process  for  evaluating,  going  forward, 

“'•TAI’.S  March  2‘).  2012  Coiniiunits  al  24: 
I’atlitimlcr  KoiKiwahlo  Wind  l  ji(!r{>y,  I.IX!  Marcli  28, 
2012  Comments  at  :i-4. 

St’/XSTAli.  127  FKKC  1|  01.170 
(2000).  order  tliwinfi  ivh'g  and  clarification.  120 
F1:RC  H  01 .270  (200!));  .\ational  Grid.  KIO  F1:R(: 

11  01.120  (2012). 

\Vi!  clarity,  in  ros))onsi!  to  Cliian  l.inii.  tlial.  for 
pnr|>os(!s  of  ttiis  linal  policy  staUmiont.  a 
nonincumlxmt  transmission  (icvclo|)(n’  will  not 
l)(!com(!  an  incnmlxmt  within  a  transmission 
|)lanninj>  rogion  until  such  time  as  it  (mergizns  a 
transnii.ssion  facility  within  that  rogion.  .Soo  Order 
No.  1000-A.  I.'IO  FFKC  II  01.i:i2  at  l>  421. 


the  allocation  of  capacity  onlv  for 
merchant  transnii.ssion  develojiers  and 
nonincumhent,  cost-ba.sed.  jiarticijiant- 
funded  jirojects  for  new  tran.sniission 
facilities. 

42.  In  contrast,  in  most  instiinces,  we 

would  exjiect  that  an  incumhent 
tran.smission  jirovider  will  he  able  to 
use  exi.sting  jiroces.ses  set  forth  in  its 
OATT  to  allocate  cajiacitv  on  a  new 
transmission  facility.  These  exi.sting 
OATT  Jiroce.sses  do  not  jirohihit 
iticumhent  transnii.ssion  owners  from 
identifying  jirojects  that  conld  he  ; 

coii.structed  on  a  jiarticijiant-funded 
basis  in  conjunction  with  jirocessing  of 
tran.sniission  service  reejnests  or  in 
addition  to  meeting  transnii.ssion  needs 
tlirongh  jiarticijiation  in  a  regional 
transmission  planning  jirocess.'*” 
FTirtliermore,  the  Coninii.ssion  will 
continue  to  entertain  on  a  ca.se-hy-case 
basis  reejnests  feir  waiver  eif  any  OATT 
reejuirenients  that  may  he  neeeleiel  feir  the 
incumbent  transmissiein  owiieir  to 
jiursue  inneivative  transmi.ssiein 
elevelojiment  that  is  just,  rea.seinahle, 
anel  not  unelidy  eli.se:riniinatory.  F"eir 
examjile;,  an  ineamihent  may  seieik  waiveir 
eif  serial  ejneue  jireieiessing  reejiureanents 
sei  that  it  may  e;luster  transmissiein 
seirvieai  reejueists.'’”  eir  it  may  .seiek  tei 
“ring  fene:e’’  a  transmi.ssiein  jireije!e;t  in 
eireler  to  ensure  that  new  transmi.ssiein 
fae;ilitie.s  eleveileijieel  feir  a  jiartieadar 
e;u.steinier  eir  set  eif  eaisteimers  elei  neit 
aelver.sely  affeH’.t  existing  e:ustomer.s. 
inclneling  native  leiael.^"  lne:unihent 
eleiveleijiers  slieiulel  aelelrei.ss  e:ajiaeaty 
alleie;atiein  i.ssueis  in  a  manner  that  eleieis 
neit  e:einstitute  nnelne  eli.seaaminatiein  eir 
jireferene:e  anel  is  e;on.sistent  with 
ajij)lie:ahle  Ceininiissiein-ae:cejiteel 
tariffs.71 

E.  Miscellaneous 

43.  VVrrC  reejnests  that  the 
Commissiein  alleivv  eleiveleijiers  that  have 

f!.g..  .Siih.scription  I’mccss  for  I’nipo.siKl 
I’acilif  :orp  Transmission  lixpansion  Projects. 
availaldc  ii\  hllpd/www.oasis.pacificorp.coin/oasis/ 
ppiv/SlUSSCniPTlOS  /WX;/i’.S.S'.P/lF(noling 
incumhent's  .solicitation  of  interest  from  third 
parties  in  the  development  of  a  cost-hastul 
transmission  project  in  advance  ofnxieipt  of 
transmission  .service  reqmjsts  from  third  jiarties 
under  tlu!  incumhent's  tlATT). 

‘■''.See.  c."..  Portland  General  Electric  Go.,  lit!) 
FFKe'.  1|l)1,i:t:f  (21112)  (granting  waiver  of  serial 
(|ueue  processing  n!(|uir(!meids.  allowing  a  gcuuaal 
facilities  study  for  a  cluster  of  transmission  and 
intercomuiction  service  reciuests). 

^"See.  e.g..  .Mountain  States  Transmission 
Inteilie.  I.LG  and  NorthWe.stern  Gorp..  127  FliRe) 

II  81 .278,  at  PP  2,  5  (288!))  (incumhent  develo|)ing 
an  export-onlv  tran.smission  project  through  a 
separate  stand-alone  company  so  that  their  existing 
transnii.ssion  customers  will  not  he  re(|uired  to 
suhsidize  the  cost  of  a  new  transmission  facility  to 
serve  off-system  markets;  the  Ciommission 
presented  the  o|)tion  of  this  pidjec:t  proceeding  on 
a  cost-of-.service  basis). 

' '  .See  \'ationid  Grid.  Kl!)  ITiRC  1|  81.12!)  at  P  '.V.i. 


alnicidy  liomi  granted  negotiated  rate 
authority  the  ability  to  allocate  any 
nn.suh.scrihed  cajiacity  according  to  the 
jiroce.s.ses  in  tlii.s  jiolicy  .statement.  We 
clarify  here  that  such  develojiers.  if  thev 
want  to  utilize  the  cajiacity  allocation 
jirocess  de.scrihed  in  this  final  jiolicv 
statement  for  any  unsuhscrihed 
cajiacity,  must  .seek  (’.ommi.ssion 
ajijiroval  to  deviate  from  their  current 
cajiacity  allocation  jirocess  authority  set 
forth  in  the  (kimmission  order  granting 
them  negotiated  rate  authority.  This  will 
ensure  that  all  interested  jiarties  are 
fully  aware  of  and  have  an  ojijiortunity 
to  comment  on  the  jirojiosed  cajiacity 
allocation. 

44.  Several  c:oninieiiters  raise 
concerns  regarding  the  role  of  the 
merchant  transmission  develojier  in  the 
Older  No.  1  ()()()  regional  jilanning 
Jiroce.sses.  The  jiolicies  set  foitli  herein 
are  intended  only  to  he  a  roadmaji  for 
the  cajiacity  allocation  jirocess  for  new 
merchant  and  nonincumhent,  cost- 
based,  jiarticijiant-fimded  transmission 
facilities.  Thus,  we  believe  that 
comments  addressing  the  Order  No. 
loot)  regional  jilanning  jiroce.s.ses  are 
outside  the  scojie  of  this  final  jiolicv 
.statement.  However,  we  note  that  Order 
No.  loot)  reejuires  a  merchant 
ti'ansmi.ssion  develojier  to  jirovide 
adeejuate  information  and  data  to  allow 
jiuhlic  utility  transmission  jiroviders  in 
the  transmission  jilanning  region  to 
assess  the  jiotential  reliability  and 
ojierational  imjiacts  of  the  merchant 
transnii.ssion  develojier’s  jirojio.sed 
tiansmi.ssion  facilities  on  other  systems 
in  the  region. 

45.  Clean  Line  reijue.sts  that  the 
Cionimi.ssion  ensure  that  all  RTOs/IS(3s 
and  transnii.ssion  jiroviders  cieate 
interconnection  (jueue  jiroces.ses  that  do 
not  hinder  high  voltage  direct  current 
(HVDC)  transmission  develojiment,  and 
suggests  that  a  standard  interconnection 
jirocedure  specifically  for  HVD(]  lines 
would  solve  this  issue. The 
Commission  believes  that  the  matter  of 
HVDC-sjiecific  interconnection 
jiroi:edures  is  similarly  outside  the 
•scojie  of  this  final  jiolicy  statement. 

IV.  Document  Availability 

4().  In  addition  to  jiuhlishing  the  full 
text  of  this  doenment  in  the  Federal 
Register,  the  Commission  jirovides  all 
intei'ested  jier.sons  an  ojijiortunity  to 
view  and/or  jirint  the  contents  of  this 
document  via  the  Internet  through  the 
(ximmi.ssion’s  Home  Page  (/i///!.// 

W  W  W’. ferc.gov)  and  in  the  Commission’s 

See  Ordcu’  No.  1888.  FF^RC  .Stats.  14  Rugs. 

II  :tl.;t2;i  at  PP  18:t-184;  Ordur  No.  1888-A.  ID!) 
l''i;R(:i|81.i:t2  at  1>  287. 

^■‘Cluaii  Lino  al  8. 
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I’ublie  Referoneo  Room  during  normal 
business  hours  (8;.3()  a.m.  to  5:00  j).m. 
Ivistern  time)  at  888  First  Street  NF., 
Room  2A,  Washington.  IKi  20420. 

47.  From  (Commission’s  Home  Page  on 
the  Internet,  this  inlbrmation  is 
available  on  eLihrarv.  The  lull  text  of 
tins  docnment  is  available  on  eLihrarv 
in  PDF  and  Microsoft  Word  format  for 
viewing.  j)rinting.  and/or  downloading. 
To  acce.ss  this  docnment  in  eLihrarv. 
type  the  docket  ninnher  excluding  the 
last  three  digits  of  this  docnment  in  the 
docket  number  field. 

48.  ILser  a.ssistance  is  available  for 
eLihrarv  and  the  (Commi.ssion’s  W(;h  site 
during  normal  business  hours  from 
FFR(C  Online  Supjjort  at  (202)  502-0052 
(toll  free  at  1-800-208-3070)  or  email  at 
ferconlint^Kupport@Uu'(:.gov,  or  the 
I’nhlic  Reference  Room  at  (202)  502— 
8371.  TTY  (202)  502-8059.  Fmail  the 
Public  Reference  Room  at 
pul)lk:.rnjev(^ncei'oom@ferc.}^ov. 

By  I  lie  (Commission. 

Nathaniel  |.  Davis.  Sr.. 

/!<  7>(n  \  •  Si‘i  inlary. 

H'K  Doc.  2(n;t-()l.')()7  I'iled  l-24-i:}:  ain| 

BILLING  CODE  6717-01-P 


DEPARTMENT  OF  THE  INTERIOR 
National  Indian  Gaming  Commission 
25  CFR  Parts  556  and  558 
RIN  3141-AA15 

Tribal  Background  Investigations  and 
Licensing 

agency:  National  Indian  (laming 
(Commi.ssion.  Interior. 
action:  Final  rule. 

summary:  The  National  Indian  (Caming 
(lommi.ssion  (N1G(C  or  (Commission)  is 
amending  certain  NIG(C  regulations 
concerning  background  investigations 
and  licen.ses  to  .streamline  the 
snhmi.ssion  of  documents  to  the 
Commission:  to  ensure  that  two 
notifications  are  submitted  to  the 
(Commission  in  compliance  with  the 
Indian  (Caming  Regulatory  Act  (ICRA); 
and  to  clarify  the  regulations  regarding 
the  issuance  of  temporary  and 
|)ermanent  gaming  licenses. 

DATES:  7://ec//i'e  Data:  Fcdirnarv  25. 

2013. 

FOR  FURTHER  INFORMATION  CONTACT:  John 
May.  National  Indian  Caming 
Commission,  1441  L  Street  NW..  Suite 
91  no.  Wa.shington.  D(C  20005. 
Telephone:  202-(i32-7009. 
SUPPLEMENTARY  INFORMATION: 


I.  Background 

The  Indian  Caming  Regulatorv  Act 
(ICRA  or  Act).  Public  Law  100-497,  25 
l).S.(C.  2701  f?/  was  sigmul  into  law 
on  October  17,  1988.  The  Act 
e.stahlishes  the  NlCC  and  .sets  out  a 
comprehensive  framework  for  the 
regulation  of  gaming  on  Indian  lands. 

On  Novemhijr  18.  2010.  the  (Commi.ssion 
issued  a  Notice  of  Iminirv  and  Notice  of 
(Consultation  (NOl)  advising  the  public 
that  the  NIC(C  was  conducting  a 
comprehensive  review  of  its  nigulations 
and  retpiesting  jjuhlic  comment  on 
which  of  its  regulations  were  mo.st  in 
need  of  revision,  in  what  order  the 
(Commission  should  review  its 
regulations,  and  the  process  N1C(C 
should  utilize  to  make  revisions.  75  FR 
7()()8()  (Nov.  18,  2010).  On  April  4,  2011, 
after  holding  eight  consultations  and 
reviewing  all  comments,  NlCCC 
published  a  Notice  of  Regulatory 
Review  Schedide  (NRR)  setting  out  a 
consultation  .schedule  and  process  for 
review.  70  FR  18457.  The  (Commission’s 
regulatory  review  |)roces.s  established  a 
tribal  consultation  schedule  with  a 
de.scription  of  the  regulation  groups  to 
he  covered  at  each  consultation.  'I'liese 
parts  550  and  558  wrn'e  included  in  this 
regulatory  review. 

II.  Previous  Rulemaking  Activity 

The  (Commission  consulted  with 
tribes  as  part  of  its  review  of  parts  55() 
and  558.  'I’rihal  consultations  were  held 
in  every  region  of  tin;  conntrv  and  wen; 
attended  by  numerons  tribes,  tribal 
leaders  or  their  re])resentatives.  After 
considering  the  comments  received 
from  the  public  and  through  tribal 
consultations,  the  Commission 
published  a  Notice  of  Propo.sed 
Rulemaking  regarding  hackgronnd  and 
investigation  licensing  jMocedures  on 
December  22,  2011. 

HI.  Review  of  Public;  (Comments 

In  rcisponse  to  our  Notice  of  Proposed 
Rulemaking,  published  Dec(;mher  22, 
2011,  70  FR  79507,  wc;  received  the 
following  comments. 

Gemmil  (JonuiKuits 

(Jomnwnt:  Many  commenters 
.suj)j)orted  the  formalization  of  the 
“pilot  program’’  because  it  reduces  the 
(juantity  of  documents  a  tribe  must 
submit  to  the  NIC(C,  formal izcxs  a 
strciamlined  proccxss.  and  is  a  cost 
effective  measure;. 

[{(isponsu:  The  (Commission  agrees 
and  has  decided  to  amend  parts  550  and 
558  to  imj)lenu;nt  the  j)ilot  program. 

(k)nini(^nt:  Many  commenters 
generallv  sujjport  the  chang(;.s  to  part 
558. 


/fe.s/jcm.se: 'file  (Commi.ssion  has 
d{;cided  to  go  forward  with  manv  of  the 
amendments  set  forth  in  the  proposed 
rule. 

CVmnjici;/:  One  commenter  supported 
the  agemey’s  efforts  to  improve  tribal 
access  to  background  investigation 
materials  hut  was  j)nzzled  by  the 
suggestion  that  the  (Commission 
|)re.sentlv  lacks  “sufficient  re.sources  and 
technology’’  to  make  this  information 
available  in  a  s(;cure  format.  The 
commenter  heliev(;.s  that  the  necessarv 
t(;chnology  is  available  and  the 
(Commission  re.sources  would  he 
minimal.  P’urther,  the  commenter  urges 
the  Commission  to  develop  a  ];lan  and 
a  timeline  for  implementing  such  a 
system. 

Response:  The  (Commission  will 
continue  to  review  this  issue  closely  to 
determine  whether  it  is  feasible  to  make 
background  investigation  information 
available  in  a  .secure  format. 

(A)inment:Omi  commenter  stated  that 
there  is  potential  for  confusion  and/or 
]K)Ssihle  non-com])liance  when 
attem])ting  to  reconcile  the  retjuirements 
in  55(i.l.  55().()(h)(2),  5.58.1,  and 
558.3(h),  h(;cause  the  ])erimeter.s  of 
tem])orarv  versus  permanent  licenses 
are  unclear  in  these  s(;ction.s.  'I'lie 
connnent(;r  suggested  that  a  revision  to 
the  regulations  may  not  he  necessary; 
however,  additional  guidance  may  he 
h(;neficial  for  applying  the  regulatorv 
.sections. 

Response:  The  (Commission  n;vi(;w(;d 
this  provision  and  believes  it  is 
sufficiently  clear.  The  (Commission  will 
(;xamine  whether  it  is  appropriate  to 
issue  additional  guidance  for  those 
sections. 

Comment:  One  commenter  inquired 
whether  a  tribe  would  he  out  of 
compliance  with  55(i. 2(h)(2)  and/or 
558.3(h)  if  it  allows  for  temporary 
enijdoyees  to  he  used  and/or  issues 
temporary  licenses  for  a  ])eriod  of  90 
days  or  less  and  it  hires  such  temporary 
employee  or  individual  with  a 
temporary  license  as  a  k(;y  em])loyee  or 
primary  management  official  during  that 
time  j)eriod. 

/fe.spon.se; 'remporary  licenses  are 
used  by  trihcis  that  choose  to  have 
individuals  working  in  their  gaming 
facihti(;s  while  the  individuals  are 
undergoing  the  background 
inve.stigation  and  licensing  jjrocess.  No 
k(;y  em))loyee  or  primary  management 
official  can  work  at  a  gaming  facility  for 
longer  than  90  days  without  a  gaming 
license  issued  pursuant  to  ])arts  550  and 
558.  The  tribe  should  im])lement  the 
regulatory  licensing  process  for  a  key 
em])loyee  or  j)rimary  managemer.t 
official  simultaneously  with  issuing  a 
temporary  license  to  ensure  that  a 
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permanent  license  is  issued  within  UO 
(lays  of  the  individual  beginning  work. 

556.4  Hdckgroiind  Invdstigdtions 

(jonunont:  'I’wo  conunenters 
supported  the  nwision  to  .55(i.4(h)  to 
clarify  that  a  tribe  may  use  investigative 
materials  obtained  from  the  NKX^  that 
were  submitted  by  another  tribe. 
.Sptjcifically,  one  commenter  noted  that 
information  nigardingan  applicant’s 
prior  gaming  licen.ses  and  disci])linarv 
actions  in  relation  to  previously  held 
licens((s  can  he  of  gr(iat  l)(;nefit  to  tribal 
governments  in  determining  the 
suitability  of  an  applicant  and.  among 
other  things,  can  help  verify  the 
information  provided  in  a  license 
a])plication. 

lidspon.sd:  'rhe  Commission  agrees 
and  has  adopted  the  amendment  in  the 
])roposed  ride. 

Comment:  Several  conunenters 
contended  that  reijuesting  that  an 
ajijilicant  jirovide  a  list  of  “associations 
to  which  they  jiay  dues”  is  overly  broad 
and  unnecessary,  and  the  (kmuuission 
should  not  add  this  to  the  regulation 
concerning  background  investigation 
applications.  One  commenter  disagrees, 
hecau.se  a  re(|iurement  to  list  and 
disclo.se  all  such  associations  provides 
valuable  information  concerning  an 
ajiplicant’s  suitahilitv. 

/fe.s/irm.se;  The  Commission  agrees 
with  the  majority  of  conunenters  that 
the  addition  of  a  re(]iiirement  to  provide 
a  list  of  associations  is  unnecessarv, 
l)(!cause  tribes  may  recpure  any 
additional  information  they  deem 
necessary  through  55(>.4(a)(13).  This 
broad  provision  should  he  sufficiimt  for 
tribes  to  re(]uest  a  list  of  associations  as 
well  as  any  other  information  that  they 
deem  nece.ssarv  for  purpo.ses  of  a 
background  investigation. 

(k)mment:  One  commenter  reipiested 
that  the  NlCC  consider  deleting  55(i.4(c) 
mandating  that  tribal  investigators 
“shall  keep  confidential  the  identity  of 
each  ])erson  interviewed  in  the  course  of 
an  investigation,”  hecau.se  the  rules  of 
investigatory  processes  should  he 
determined  by  each  tribal  jurisdiction. 
Further,  the  commenter  is  concerned 
that  this  jirovision  may  violate  due 
process  in  certain  tribal  jurisdictions 
hecau.se  an  a})plicant  would  he  denied 
the  opportunity  to  confront  an  accuser. 

Bdsponse:  KiRA  reijnires  background 
investigations  for  jirimarv  management 
officials  and  key  employees. 
Accordingly,  such  investigations  are 
conducted  jmrsuant  to  Federal  and 
tribal  law.  (kinfidentiality  is  an  exi.sting 
ri;(]uirement  under  the  current 
regulations  and  pilot  jirogram.  Section 
55(i.4(c)  requires  tribal  gaming 
commissions  to  keeji  individual 


identities  confidential  to  promote 
candor  in  interviews  to  determine  an 
apjilicant’s  eligibility  for  a  license. 
Confidentiality  facilitates  an 
interviewee’s  willingness  to  provide 
information  during  the  process.  A  lack 
of  candor  in  interviews  could  needlessly 
prolong  the  background  investigation 
process  and  inqiact  both  tribal  and 
federal  resources.  The  Commission  feels 
that  the  need  for  candid  information 
outweighs  any  due  process  concerns. 

(k)nuiwnl:  One  commenter  believed 
that  the  NKX]  does  not  want  to  he 
notified  every  time  a  tribe  does  not 
licen.se  an  individual  because  there  are 
potentially  thousands  of  ajiplicants  each 
year  that  a  tribe  does  not  licen.se.  I'he 
commenter  exjilained  that  these 
applicants  may  have  moved  or  found 
other  employment  before  the 
background  was  completed  or  riuiuested 
withdrawal  for  anv  luimher  of  reasons. 

Rd.'iponsd:  The  Commission 
ajipreciates  the  potential  for  a  large 
numher  of  key  employee  and  primary 
management  official  applicants  a  tribe 
may  receive.  However,  the  NlCC  often 
receives  notice  nigarding  an  applicant 
long  hiifore  a  complete  ajijilication  is 
submitted.  Once  a  person  has  been 
entered  into  the  NlCC  .system  for 
fingerjirints,  a  record  is  antomaticallv 
cn;ated.  If  the  NlCXi  does  not  receive 
notification  that  licensing  action  was 
not  taken  as  to  such  jiersons,  it  will  not 
have  accurate  and  iqi  to  date 
information.  Accurate  information 
regarding  the  results  of  individuals 
seeking  employment  as  key  emjiloyees 
or  Jirimarv  management  officials 
enhances  the  NKTTs  ability  to  jirovide 
current  investigative  information  as  to 
jiarticular  individuals.  Conseijuentlv. 
notifying  the  Commission  of  the  results 
of  a  license  ajijilication  .serves  to 
maintain  the  integrity  of  Indian  gaming. 

Comment:  Two  conunenters 
recommended  that  the  Commission 
eliminate  the  reijuirement  that 
background  investigations  include 
jiersonal  references. 

RHS})onse:  Personal  references  helji  to 
imjilement  IGRA’s  reijuirement  that 
eligibility  determinations  include  an 
evaluation  of  an  individual’s  rejiutation, 
habits,  and  associations.  See  25  IJ.S.C. 
271()(li)(2KF).  Such  an  evaluation  is 
furthered  by  interviews  conducted 
beyond  the  context  of  documented 
liu.sine.ss  relationshijis. 

Coiuindut:  One  commenter  sujijiorted 
a  change  to  35(i.4(li)  that  would  allow 
tribes  to  rely  on  notice  of  results  of  an 
ajijilicant  already  on  file  at  NlCC  and  to 
simjily  ujidate  the  investigation  and 
investigation  rejiort,  because  this  would 
save  tribal  resources. 


Rdspnn.'id:  The  Commission 
understands  the  need  to  conserve  tribal 
resources  and  agrees  with  this  comment. 
Section  55(i.4(li)  provides  for  a  tribe  to 
rely  on  materials  on  file  with  NlCC  or 
with  a  jirevions  tribal  investigative  liodv 
and  to  ujidate  those  materials. 

556.5  Tribal  Eligibilitv  Datarmindtion 

(ionmiant:  Two  conunenters  stated 
that  the  NlCC  should  reconsider  its 
decision  against  rejilacing  the  term 
“eligibility”  with  “suitability”  in  558.5. 
The  commenter  jirojiosed  that  the 
.standard  for  issuing  a  gaming  license  is 
based  on  the  suitaliility  of  the  ajijilicant 
and  the  standard  for  hiring  is  ha.sed  on 
the  eligibility  of  the  ajijilicant  and  that 
hiring  and  licensing  are  done  by 
different  tribal  entities. 

RdsponseTYho  Commission  disagrees 
in  light  of  ICRA’s  language,  which 
sjiecifically  requires  that  background 
inve.stigation  jirocesses  include  an 
dligibilitv  determination.  See  25  U.S.C. 
271()(li){2KF)(ii). 

556.6  Raport  to  tbo  (ioiumission 

Comment:  One  commenter  .stated  that 
the  jirojiosed  regulation  woidd  reijuire 
the  tribe  to  seiul  the  notice  of  results 
before  (iO  days  of  emjiloyment  and  also 
requires  a  tribe  to  send  a  licensing 
decision  notification  jirior  to  UO  (lays  of 
emjiloyment.  The  commenter  believes 
that  the  (it)  day  re(juirement  should  he 
eliminated,  leaving  onlv  the  90  dav 
nujiiirement. 

/ie.s/ion.se;  ICRA  reijuires  two 
notifications:  The  first  involves 
notifying  the  Commission  of  the  results 
of  the  background  check  before  the 
issuance  of  a  license,  and  the  second 
involves  notifying  the  Commi.ssion  of 
the  issuance  of  the  license.  See  25 
U.S.C.  2710(li)(2)(F)(ii)(l)  and  (111).  The 
Commission  requires  tribes  to  submit 
the  notice  of  residts  within  00  days  of 
emjiloyment  to  jirovide  the  Commission 
an  ojijiortunity  to  object  while  the  tribe 
is  still  considering  i.ssuing  the  license. 
ICRA  dictates  that  the  NlCC  has  30  days 
to  Jirovide  objections  to  a  tribe  regarding 
the  issuance  of  a  gaming  license.  See  25 
IJ.S.C.  2710(c)(1).  This  30  day  time 
jieriod.  jirior  to  the  90  day  deadline  for 
issuing  a  license,  ensures  that  the 
Nice’s  objections  will  he  received  jirior 
to  the  issuance  of  a  jiermanent  licen.se. 
See  25  U.S.C.  2710(c)(2). 

Comment:  One  commenter 
recommended  that  the  Commission 
adojit  a  single  form  to  he  used  for  the 
notice  of  results  (NOR). 

/fe.s/ion.se:  After  careful  review  of  this 
issue,  the  Commission  has  determined 
not  to  adojit  a  single  form  to  he  used  for 
the  notice  of  results.  This  will  allow 
tribes  greater  flexibility  over  how  the 
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information  is  submitted  to  the 
('ommission. 

Conimen/;  One  commenter  stated  tliat 
snl)mi.ssions  made  ]nirsuant  to  .5.58.3  for 
purposes  of  the  Indian  Gaming 
Individuals  Record  .System  (IGIRS) 
shoidd  he  volimtarv.  not  mandatory, 
lMM:ause  a  mandatory  nKpiirement 
exceeds  the  (^ommi.ssion’s  authority. 
Another  commenter  believes  that 
mandatory  submissions  are  overly 
burdensome. 

liesf)ons(i:  The  submissions  to  the 
KjIR.S  include  the  notice  of  results  of  the 
background  check,  the  eligibility 
determination,  and  the  notification  of 
the  licensing  action.  KiRA  reejuires  that 
tribes  notify  the  Commissiou  of 
background  check  results  and 
suhsecjuently  notify  the  Commission  of 
the  issuam;e  of  a  license.  See  2.5  IJ.S.C]. 
271(){h)(2)(F)(ii)(I)  and  (III).  Recei])t  of 
these  submissions  .serves  to  maintain 
the  integrity  of  Indian  gaming  and 
])romotes  the  ability  of  tribal  regulators 
to  rec(!i\’e  accurate  information 
concerning  key  emi)loyi!e.s  and  jirimary 
management  officials. 

55{i.  1  ScofH^  of  This  Port 

(ionunont:  Many  comnumtcirs  stated 
that  tluyv  were  jdeased  that  the 
('.ommission  added  language  to  5.58.1  to 
clarify  that  the;  regulations  ‘‘do  not 
a|)ply  to  any  license  that  is  intended  to 
exj)ire  within  90  days  of  issuance.” 

Posponso:  'I’he  Commission  agrees 
and  has  decided  to  make  this  addition. 

558.3  Notification  to  NiCXi  of  License 
Issuance  and  Retention  Obligations 

Comment:  Two  commenters 
supported  .5.58.3(c)(2).  which  requires  a 
tribe  tliat  does  not  license  an  applicant 
to  forward  the  eligibility  determination 
and  any  investigative  report  ‘‘to  the 
(^ommi.ssion  for  inclusion  in  tlie  Indian 
Caming  Individuals  Records  Svstem.” 
However,  one  commenter  believes  that 
this  submission  should  he  di.scret ionary. 
because  a  mandatorv  recjuiremeut 
would  exceed  NlCC's  authority. 

Another  commenter  believes  that, 
although  this  is  a  useful  re.source,  the 
regulation  should  Im;  voluntary  instead 
of  mandatorv. 

Respon.se:  ICRA.  25  U..S.C. 
271()(h)(2)(F)(ii)(I)  and  (III).  re(|uires 
trih(!s  to  submit  results  of  background 
checks  of  key  employees  and  ])rimary 
management  officials  to  the 
(lommi.ssion.  as  well  as  to  notifv  the 
Conuui.ssion  when  licenses  are  issued  to 
such  (uuployees.  'Fhe  (Commission 
agre(!S  with  commenters’  suggestion  that 
submitting  the  full  investigative  report 
.should  he  voluntary  and.  thendore,  the 
submission  is  now  limited  to  eligibility 


determinations,  notice  of  background 
results,  and  licensing  action  notices. 

Comment:  One  commenter  suggested 
that  the  NlCC  limit  the  notifications  to 
Nice  in  .5.58.3(c)  to  recjuire  notification 
to  NlCC  only  if  an  a])])licaut  is 
unsuitable  or  has  hetm  denied  a  gaming 
license,  by  adding  language  to  .5.58.3(c) 
that  states,  ‘‘(c)  if  a  tribe  denies  an 
ap])licant  a  license; — ”  or  ”  if  a  tribe; 
finds  an  applicant  unsuitable  for 
licensing — ,"  thereby  eliminating  the 
r(;(juirement  that  trih(;s  notify  the  NlCC 
if  an  application  is  eith(;r  im:omplete  or 
the  investigative  process  is  otherwise 
not  completed.  Other  commenters  .stat(;d 
that  the  requirement  in  .5.58.3(c)  to 
notify  NlCC  if  an  applicant  is  not 
licensed  is  overly  burdensome  and  fails 
to  recognize  benign  reasons  why  a 
license  is  not  issued. 

Response:The  Conuui.ssion  disagrees. 
The  sugge.sted  limitation  would  limit 
the  NK^C’s  ability  to  juovide  accurate 
information  on  an  individual  a|)])licaut. 
Often,  an  individual  is  identifi(;d  in  the 
Nice  sy.stem  before  an  application  is 
complete  or  before  the  eligibility 
determination  is  made  because 
fiiigerpriuts  are  process(;d  first.  Without 
iiiformatiou  on  (;very  applicant,  NlCC  is 
unable  to  provide;  accurate  investigative 
information  to  gaming  trih(;s.  Thus, 
licensing  information  on  each  applicant 
is  necessary  to  ensure  that  accurate 
information  is  dis.seminated. 

Comment:  A  few  commenters 
h(;lieved  that  determining  the  retention 
period  for  applications,  investigation 
reports,  and  eligibility  determinations 
should  he  a  matter  of  tribal  di,scr(;tion 
and,  therefore.  .5.58.3(e)  should  he 
revi.sed  or  remov(;d. 

Res})onse:  ICiRA  reejuires  an  adecpiate 
system  to  ensure  that  background 
investigations  are  conducted  and  that 
oversight  of  primary  management 
officials  and  key  employees  is 
conducted  on  an  ongoing  basis.  25 
U..S.C.  271()(h)(2)(F).  A  purpo.se  of  ICRA 
is  to  provide  a  .statutory  basis  of  gaming 
regulation  by  Indian  tribes  adecpiate  to 
shield  them  from  organized  crime  and 
other  corruj)ting  infiuences.  3'he  NlCC 
is  tasked  with  creating  regulations  to 
implement  ICRA.  To  implement  ICRA’s 
recpiirements  consistent  with  that 
])urpo.se  of  the  legislation,  tin; 
Commission  believes  that  a  three  vear 
minimum  time  j)(;riod  is  a])])ropriate. 

An  alternative  approach,  as  .set  forth  in 
the  current  regulations,  would  he  to 
j)rovide  the  NlCC  with  all  the  necessary 
information,  eliminating  the  three  year 
time  period.  However,  maintaining  that 
a])j)roach  would  negate  the  positive 
aspects  of  the  jiilot  program,  including 
the  reduction  of  the  suhmi.ssion  burden 
on  tribes. 


558.4  Notice  of  Information  Impacting 
Eligihilitv  and  Licensee’s  Right  to  a 
Hearing 

Comment:  One  commenter  .stated  that 
the  word  ‘‘immediately”  in  558.4(1;) 
should  he  rej)laced  with  ‘‘])romptly”  to 
give  the  trihi;  more  latitude,  because  the 
term  ‘‘])romptly”  more  closely  conforms 
to  the  language  contained  in  ICRA. 

Response:  The  Commission  di.sagr(;e.s. 
ICRA’s  reipiirement  that  a  tribe  “shall 
suspend  the  license”  indicates  that  the 
tribe  should  act  without  delay.  25  IJ..S.C. 
271()(c)(2).  Therefore.  ICRA  provides  no 
latitude  in  ];roceeding  with  the 
sus|)ensiou  of  the  license. 

Comment:  One  c:ommeuter  suggested 
the  term  “employment”  in  .5.58.4(a)  he 
changed  to  “licensure,”  hecau.se  a 
gaming  conuui.ssiou  issues  licenses  and 
do(;.s  not  employ  key  employees  or 
primary  management  officials. 

Respon.se:  The  Commission  carefully 
considered  this  i.ssue  and  disagrees  with 
the  comment  h(;cau.se  ICRA  mandates 
that  tribes  have  an  adeipiate  system  for 
assessing  the  eligibility  of  primary 
management  officials  and  kev 
employees  for  “em];lovment.”  25  IJ..S.C. 
271()(h)(2)(F)(ii)(lI). 

Regulatory  Matters 

Regulatorv  Flexihilitv  Act 

The  ])roposed  rule  will  not  have  a 
significant  impact  on  a  substantial 
numher  of  small  entities  as  defined 
under  the  Regulatory  Flexibility  Act,  5 
l)..S.C.  (iOl,  et  seq.  Moreover,  Indian 
3'rihes  are  not  considered  to  he  small 
entities  for  the  purj)o.se.s  of  the 
Regulatory  F’lexihility  Act. 

Snndl  Rnsiness  Regnlatoiy  Enforcement 
Fairness  Act 

The  pro])osed  rule  is  not  a  major  rule 
under  5  IJ.iS.C.  804(2),  the  Small 
Business  Regulatory  Enforc(;meut 
Fairness  Ac:t.  'I’he  rule  does  not  have  an 
effect  on  the  economy  of  .$100  million 
or  more.  The  rule  will  not  cause  a  major 
increase  in  costs  or  prices  for 
consumers,  individual  industries. 
Federal,  .State,  local  government 
agencies  or  geographic  regions,  nor  will 
the  propos(;d  rule  have  a  significant 
adver.se  effect  on  competition, 
employment,  investment,  productivity, 
innovation,  or  the  ability  of  the 
enterprises,  to  compete  with  foreign 
has(;d  euter])rises. 

Unfunded  Mandates  Reform  Act 

The  Commission,  as  an  indej)endent 
regulatory  agency,  is  exempt  from 
com])liance  with  the  l]nfuud(;d 
Mandates  Reform  Act,  2  U..S.C.  1502(1): 
2  IJ.S.C.  058(1). 
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Takings 

In  accordance  with  Executive  Order 
12(j3(),  tlie  (ioininission  has  determined 
that  the  proposed  rule  do(!s  not  hav(! 
significant  takings  implications.  A 
takings  implication  assci.ssment  is  not 
nuiuired. 

(Jivil  Justica  Hafonn 

In  accordance  with  Executive  Order 
12988,  the  Oommission  has  determined 
that  the  rule  does  not  unduly  hnrden  the 
judicial  system  and  meets  the 
r(uiuirements  of  sections  3(a)  and  3(h)(2) 
of  the  Order. 

National  Environmental  Policv  Act 
The  Commission  has  determined  that 
the  rule  does  not  constitute  a  major 
federal  action  signific:antly  affecting  the 
(inality  of  the  human  environment  and 
that  no  detailed  statement  is  required 
])ursuant  to  the  National  Environmental 
Policy  Act  of  1989,  42  IJ.S.C.  4321,  et 
seq. 

Paperwork  Ueduction  Act 

The  information  collection 
recpurements  contained  in  this  rule 
were  pnndously  a])proved  hy  the  Office 
of  Management  ami  Budget  as  recpiired 
hy  the  PajxM  work  Reduction  Act,  44 
li.S.C.  3501,  et  seq.,  and  a.ssigned  OMB 
Control  Number  3141-0003.  The  OMB 
control  numher  ex])ires  on  October  31. 
2013. 

List  of  Subjects  in  25  (]FR  Parts  558  and 
558 

Caming,  Indian  lands. 

For  the  reasons  disciis.sed  in  the 
I’rcximhle,  the  Commission  25  (iFR 
i:hapter  Ill  as  follows: 

■  1.  Revi.se  part  558  to  read  as  follows: 

PART  556— BACKGROUND 
INVESTIGATIONS  FOR  PRIMARY 
MANAGEMENT  OFFICIALS  AND  KEY 
EMPLOYEES 

.Sec. 

.5.58.1  .Sc()))e  of  this  ])<irl. 

558.2  Privacy  notice. 

551). .3  Notice  regarding  false  statements. 

558.4  Itackgronnd  investigations. 

558.5  'i’ril)al  eligibility  determination. 

558. ()  Rej)oit  to  tile  (Commission. 

558.7  Notice. 

558.8  (Com|)liance  with  this  jiart. 

Aiilhorily:  25  U.S.C.  2708.  2710.  2712. 

§556.1  Scope  of  this  part. 

Unless  a  tribal-state  conqiact  assigns 
.sole  jurisdiction  to  an  entity  other  than 
a  tribe  with  respect  to  background 
investigations,  the  retpiirements  of  this 
part  aj)])ly  to  all  class  II  and  class  111 
gaming.  The  procedures  and  standards 
of  this  part  apply  only  to  primary 
management  officials  and  key 


enqiloyees.  This  ])art  does  not  a|)ply  to 
any  license  that  is  intended  to  expire 
within  90  days  of  issuance. 

§556.2  Privacy  notice. 

(a)  A  tribe  shall  place  the  following 
notice  on  the  application  form  for  a  key 
employee  or  a  primary  management 
official  before  that  form  is  filled  out  by 
an  a|)))licant: 

In  comjiliimcc  with  the  Privacv  Act  of 
1074.  Ilu!  following  information  is  provided; 
.Solicitation  of  the  informalion  on  this  form 
is  authorized  hy  25  IJ.S.C.  2701  et  .seq.  The 
])iirpose  of  the  retpiesled  information  is  to 
determine  the  eligihility  of  individuals  to  he 
granted  a  gaming  license.  The  information 
will  he  used  hy  the  Tribal  gaming  regulatory 
authorities  and  hy  the  National  Indian 
(taming  Commission  (NIC(C)  memhers  and 
staff  who  have  need  for  the  information  in 
the  |)erformance  of  their  offic:ial  duties.  The 
information  may  he  disclo.sed  hy  the  'I'rihe  or 
the  NI(;(C  to  a])propriate  I-’ederal.  'I'rihal. 

.State,  local,  or  foreign  law  enforcement  and 
regulatory  agencies  when  relevant  to  civil, 
criminal  or  regulatory  investigations  or 
pros(!cutions  or  when  pursuant  to  a 
re(|uirement  by  a  tribe  or  the  NKtft  in 
connection  with  the  issuance,  denial,  or 
revocation  of  a  gaming  license,  or 
iiwestigations  of  acliviticjs  while  associated 
with  a  tribe  or  a  gaming  operation.  Failure  to 
consent  to  the  disclosures  indicated  in  this 
notice  will  result  in  a  tribe's  being  unable  to 
license  you  for  a  primary  managenumt 
official  or  key  em])loyee  position. 

The  disclosure  of  your  .Social  .Security 
Numher  (.S.SN)  is  voluntary.  However,  failure 
to  sujjply  a  .S.SN  mav  result  in  errors  in 
processing  your  apjibcation. 

(h)  A  triho  .shall  notify  in  writing 
existing  kov  (implovuos  and  primarv 
managoment  officials  that  they  shall 
cither: 

(1)  Complete  a  new  apj)lication  form 
that  contains  a  Privacy  Act  notice:  or 

(2)  .Sign  a  statement  that  contains  the 
Privacy  Act  notice  and  consent  to  the 
routine  uses  described  in  that  notice. 

(c)  All  license  apjilication  forms  used 
one-hundred  eighty  (180)  days  after 
Fehruary  25,  2013  shall  comply  with 
this  .section. 

§  556.3  Notice  regarding  false  statements. 

(a)  A  tribe  shall  place  the  following 
notice  on  the  apjilication  form  for  a  key 
employee  or  a  primarv  management 
official  before  that  form  is  filled  out  hy 
an  applicant: 

A  false  slalemeni  on  any  part  of  your 
license  application  may  he  grounds  for 
denying  a  bc:ense  or  the  sus])ension  or 
revocation  of  a  bc;ense.  Also,  you  may  he 
l)unished  hy  fine  or  imprisonment  {l)..S. 
Code,  title  18,  section  1081). 

(h)  A  tribe  shall  notify  in  writing 
existing  key  employees  and  ])rimarv 
management  officials  that  they  shall 
either; 


(1)  Comphite  a  new  application  form 
that  contains  a  notice  regarding  false 
statements;  or 

(2)  .Sign  a  statement  that  contains  tlu; 
notice!  regarding  false  statements. 

(c)  All  licen.se  application  forms  used 
180  days  after  February  25,  2013  shall 
conqily  with  this  section. 

§556.4  Background  investigations. 

A  tril)(!  shall  j)erform  a  background 
investigation  for  each  primary 
management  official  and  for  each  key 
employee  of  a  gaming  operation. 

(a)  A  tribe  shall  reejuest  from  each 
primarv  management  official  and  from 
each  key  em})lovee  all  of  the  following 
information: 

(1)  Full  name,  other  names  used  (oral 
or  written),  social  .security  numher(.s), 
birth  date,  jjlace  of  birth,  citizenship, 
gender,  all  languages  (spoken  or 
written); 

(2)  eminently  and  for  the  previous  five 
years:  Business  and  emjilovment 
positions  held,  ownershi])  interests  in 
those  husines.ses.  business  and 
residence  addresses,  and  driver's  license 
munhers; 

(3)  The  names  and  current  addresses 
of  at  lea.st  three  personal  rehnences. 
including  one  personal  reference  who 
was  accpiainted  with  the  applicant 
during  each  period  of  residence  listed 
under  paragraph  (a)(2)  of  this  section: 

(4)  (lurrent  business  and  residence 
telephoiu!  numhers; 

(5)  A  description  of  any  existing  and 
previous  husine.ss  relationshi|).s  with 
Indian  tribes,  including  ownershi]) 
interests  in  those  husine.s.ses: 

(8)  A  descrijition  of  any  existing  and 
|)revious  husine.ss  relationshijis  with  the 
gaming  industry  generally,  including 
owner.ship  interests  in  tho.se  husines.ses; 

(7)  The  name  and  address  of  any 
licensing  or  regulatory  agency  with 
which  the  jierson  has  filed  an 
aj)])lication  for  a  license  or  ])ermit 
related  to  gaming,  whether  or  not  such 
licen.se  or  ])ermit  was  granted: 

(8)  For  each  felonv  for  which  there  is 
an  ongoing  jiro.secution  or  a  conviction, 
the  charge,  the  name  and  address  of  the 
court  involved,  and  the  date  and 
di.s|)o.sition  if  any; 

(9)  For  each  misdemeanor  conviction 
or  ongoing  mi.sdemeanor  prosecution 
(excluding  minor  traffic  violations) 
within  10  years  of  the  date  of  the 
a])plication,  the  name  and  address  of  the 
court  involved  and  the  date  and 
di.s])osition: 

(10)  For  each  criminal  charge 
(excluding  minor  traffic  charges) 
whether  or  not  there  is  a  conviction,  if 
such  criminal  charge  is  within  10  years 
of  the  date  of  the  apjilication  and  is  not 
otherwise  listed  pursuant  to  paragraj)h 
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(a)(8)  nr  (a)(9)  oi  tliis  seelion,  the 
criminal  charge,  the  name  ami  address 
of  the  court  involved  and  the  date  and 
disposition; 

(11)  The  name  and  addre.ss  of  any 
licensing  or  regulatory  agency  with 
which  the  person  has  filed  an 
application  for  an  occupational  license 
or  |)ermit,  whether  or  not  such  license 
or  permit  was  granted; 

(12)  A  photograph; 

(13)  Any  other  information  a  tribe 
deems  ndevant  ;  and 

(14)  Fingerprints  consistent  with 
j)nu;edures  adopted  hv  a  tribe  according 
to  §  .522.2(h)  of  this  chapter. 

(h)  If.  in  the  course  of  a  hackground 
investigation,  a  tribe  di.scovers  that  the 
applicant  has  a  notice  of  results  on  file 
with  the  NIGC  from  a  ])rior  investigation 
and  the  tribe  has  acce.ss  to  the  earlier 
investigative  materials  (either  through 
the  NIGC  or  the  previous  tribal 
investigative  body),  the  tribe  may  rely 
on  tho.se  materials  and  update  the 
investigation  and  investigative  rejjort 
under  §  55().()(h)(l ). 

(c)  In  conducting  a  hackground 
investigation,  a  tribe  or  its  agents  shall 
keep  confidential  the  identity  of  eac.h 
person  interviewed  in  the  course  of  the 
inv(!.stigation. 

§556.5  Tribal  eligibility  determination. 

A  tribe  shall  conduct  an  investigation 
sufficient  to  make  an  eligibility 
d(!t(!rmination. 

(a)  To  make  a  finding  concerning  the 
eligibility  of  a  key  em])loy(!(!  or  ])rimary 
management  official  for  granting  of  a 
gaming  licen.se.  an  authorized  tribal 
official  shall  review  a  person’s; 

(1)  Prior  activities; 

(2)  (aiminal  nicord.  if  anv;  and 

(3)  Reputation,  habits  and 
associations. 

(b)  If  the  authorized  tribal  official,  in 
applying  the  standards  adopted  in  a 
tribal  ordinance,  determines  that 
licensing  of  the  j)erson  po.ses  a  threat  to 
the  public  interest  or  to  the  eff(!ctive 
regulation  of  gaming,  or  creates  or 
enhances  the  dangers  of  unsnitahle. 
unfair,  or  illegal  practices  and  methods 
and  activities  in  the  conduct  of  gaming, 
an  authorizing  tribal  official  shall  not 
license  that  person  in  a  kev  employee  or 
j)rimarv  management  official  position. 

§  556.6  Report  to  the  Commission. 

(a)  When  a  tribe  employs  a  primarv 
management  official  or  a  kev  emj)lovee. 
the  tribe  shall  maintain  a  com]3lete 
application  file  containing  the 
information  listed  under  §  55(i.4(a)(l) 
through  (14). 

(h)  Ifefore  issuing  a  license  to  a 
primarv  management  official  or  to  a  key 
employee,  a  tribe  shall; 


(1)  Greate  and  maintain  an 
investigative  re]){)rl  on  each  background 
investigation.  An  investigative  niport 
shall  include  all  of  the  following; 

(1)  Steps  taken  in  conducting  a 
hackground  i n v(ist igat ion; 

(ii)  Results  obtained; 

(iii)  Ck)nchisions  reaclunl;  and 

(iv)  The  basis  for  tho.se  conclusions. 

(2)  .Submit  a  notice  of  nisults  of  the 
applicant’s  hackground  investigation  to 
the  Gommission  no  later  than  sixty  (80) 
days  after  the  aj)i)licanl  begins  work. 

The  notice  of  results  shall  contain; 

(i)  Aj)])licant’s  name,  date  of  birth, 
and  social  security  number; 

(ii)  Date  on  which  applicant  began  or 
will  begin  work  as  key  employee  or 
primarv  management  official; 

(iii)  A  summary  of  the  information 
pre.sented  in  the  investigative  r(!j)ort. 
which  .shall  at  a  minimum  include  a 
listing  of; 

(A)  Licen.ses  that  have  ])reviously 
h(;en  denied; 

(13)  Gaming  licen.ses  that  have  been 
revoked,  even  if  suhsetjuently 
niinstated; 

(G)  Every  known  criminal  charge 
brought  against  the  ap])licant  within  the 
last  10  years  of  the  date  of  ap])lication; 
and 

(D)  Every  felony  of  which  the 
ap])licant  has  been  ccmvicted  or  any 
ongoing  prosecution. 

(iv)  A  co])y  of  the  eligihilitv 
determination  made  under  §558.5. 

§556.7  Notice. 

(a)  All  notices  under  this  ])art  shall  lx; 
provided  to  the  (lommi.ssion  through  the 
aj)pro])riate  Regional  office. 

(h)  .Should  a  tribe  wish  to  submit 
notices  electronically,  it  should  contact 
the  aj)propriate  Regional  office  for 
guidance  on  accejjtahle  document 
formats  and  means  of  transmission. 

§  556.8  Compliance  with  this  part. 

All  tribal  gaming  ordinances  and 
ordinance  amendments  ajjproved  by  the 
Ghair  jirior  to  the  Inihruary  25,  2013  and 
that  reference  this  part,  do  not  need  to 
be  amended  to  comply  with  this  part. 

All  future  ordinance  submissions, 
however,  must  comj)lv. 

■  2.  Revi.se  ])arl  558  to  read  as  follows; 

PART  558— GAMING  LICENSES  FOR 
KEY  EMPLOYEES  AND  PRIMARY 
MANAGEMENT  OFFICIALS 

.Sec. 

3.5H.1  .Scoj)(!  of  lliis  ])iii'l. 

.3,38.2  13(!view  of  iioliix!  of  results  for  a  kev 
(iinployiM!  or  primary  management 
official. 

.3.38. ;t  Notification  to  NKiG  of  liccmse 
decisions  and  retcmlion  oliligalions 
538.4  Notit:e  of  dis(|nalifving  information 
and  licensee  right  to  a  Iniaring. 


,3.38.3  .Snl)mission  of  notices. 

3.38. (>  (iomj)liam:(;  with  lliis  part. 

Authority:  2.3  U.S.C.  2700,  2710,  2712. 

§  558.1  Scope  of  this  part. 

Unless  a  tribal-state  compact  assigns 
res])onsil)ilitv  to  an  entity  other  than  a 
tribe,  the  licensing  authority  for  class  II 
or  class  III  gaming  is  a  tribal  authority. 
The  procedures  and  standards  of  this 
part  a])plv  only  to  licenses  for  ])rimarv 
management  officials  and  key 
emjiloyees.  This  jiart  does  not  apply  to 
any  licen.se  that  is  intended  to  expire 
within  90  days  of  issuance. 

§  558.2  Review  of  notice  of  results  for  a 
key  employee  or  primary  management 
official. 

(a)  l]])on  receipt  of  a  comjilete  notice 
of  results  for  a  key  emjiloyee  or  jirimary 
management  official  as  re(|uired  by 
§  558.8(1))(2)  of  this  chajiter,  the  CJiair 
has  30  days  to  reriuest  additional 
information  from  a  tribe  concerning  the 
ajjpl leant  or  licensee  and  to  object. 

(1))  If  the  Gommi.ssion  has  no  objection 
to  issuance  of  a  license,  it  shall  notify 
the  tribe  within  thirty  (30)  days  of 
receiving  notice  of  results  pursuant  to 
§  558.8(1))(2)  of  this  chapter. 

(c)  If,  within  the  30-dav  period 
described  in  §  558.3(a),  tlie  Gommi.ssion 
])rovide.s  the  tribe  with  a  statement 
itemizing  objections  to  the  issuance  of  a 
license  to  a  key  emjiloyee  or  to  a 
primarv  management  official  aiiplicant 
for  whom  the  tribe  has  provided  a 
notice  of  results,  the  tribe  shall 
reconsider  the  a])])lication,  taking  into 
account  the  objections  itemized  hv  the 
(k)mmi.ssion.  'I’lie  trilx;  shall  make  the 
final  decision  whether  to  issue  a  license 
to  such  a])plicant. 

(d)  If  the  tribe  has  issued  the  license 
Ixifore  receiving  the  Gommis.sion’.s 
.statement  of  objections,  notice  and 
hearing  shall  he  ])rovid(!d  to  the  licensee 
as  j)rovided  by  §  558.4. 

§558.3  Notification  to  NIGC  of  license 
decisions  and  retention  obligations. 

(a)  After  a  tribe  has  provided  a  notice 
of  results  of  the  hackground  check  to  the 
(x)mmission,  a  tribe  may  licen.se  a 
])rimarv  management  official  or  key 
emj)loyee. 

(b)  Within  30  days  after  the  i.ssnance 
of  the  license,  a  trilx;  shall  notify  the 
Gommi.ssion  of  its  issuance. 

(c)  A  gaming  op(;ralion  shall  not 
employ  a  key  employee  or  ])rimary 
management  official  who  d(x;s  not  have 
a  license  after  ninety  (90)  days. 

(d)  If  a  tribe  does  not  license  an 
a)n)licanl — 

(1)  'rhe  tribe  shall  notify  the 
(x)mmi.ssion;  and 

(2)  .Shall  forward  copies  of  its 
eligibility  det(;rmination  and  notice  of 
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results,  under  §  .5.'5(i.(i(l))(2)  of  this 
(:ha])ter.  to  the  Cioininission  for 
inehision  in  the  Indian  (Naming 
Individuals  Record  Sysl(!in. 

(e)  A  tril)e  shall  retain  the  following 
for  ins])ection  hv  the  (ihair  or  his  or  her 
designee  for  no  less  than  three  years 
from  the  date  of  termination  of 
em])loyment: 

(1)  Applications  for  licensing: 

(2)  Investigative  reports;  and 

(3)  Eligibility  determinations. 

§558.4  Notice  of  information  impacting 
eligibility  and  licensee’s  right  to  a  hearing. 

(a)  If,  after  tlie  issuance  of  a  gaming 
license,  the  Ck)mmission  receives 
reliable  information  indicating  that  a 
key  emi)loyee  or  a  ])rimarv  management 
official  is  not  eligible  for  employment 
under  §  .5.50. .5  of  this  chapter,  the 
Commi.ssion  shall  notify  the  issuing 
tribe  of  the  information. 

(h)  Upon  recei])t  of  such  notification 
under  jiaragraph  (a)  of  this  section,  a 
tribe  shall  immediately  suspend  the 
license  and  shall  provide  the  licensee 
with  written  notice  of  suspension  and 
propo.sed  revocation. 

(c)  A  tribe  shall  notify  the  licensee  of 
a  time  and  a  place  for  a  hearing  on  the 
ju'oposed  revocation  of  a  ticen.se. 

(u)  A  right  to  a  hearing  under  this  part 
shall  ve.st  only  u|)on  recei])t  of  a  license 
granted  under  an  ordinance  a])])roved 
by  the  (ihair. 

(e)  Aft(!r  a  revocation  hearing,  a  trihc! 
shall  decide  to  revoke  or  to  reinstate  a 
gaming  license.  A  tribe  shall  notify  the 
Uommission  of  its  decision  within  4.5 
days  of  receiving  notification  from  the 
(kmunission  j)ursuant  to  paragraph  (a) 
of  this  section. 

§558.5  Submission  of  notices. 

(a)  All  notices  under  this  ])art  shall  he 
])rovided  to  the  Commission  through  the 
ajjjiropriate  Regional  office. 

(h)  Should  a  tribe  wish  to  .submit 
notices  electronically,  it  should  contact 
the  a])]jro])riate  Regional  office  for 
guidance  on  ac:c:ej)tahle  document 
formats  and  means  of  transmission. 

§  558.6  Compliance  with  this  part. 

All  tribal  gaming  ordinances  and 
ordinance  amendments  that  have  been 
a])proved  by  the  Chair  prior  to  Imhruary 
2.5,  2013  and  that  nderence  this  j)art  do 
not  netul  to  he  amended  to  complv  with 
this  section.  All  future  ordinance 
suhmi.ssions.  however,  must  com})lv. 

tDaliul:  Jamiarv  17.  2013.  Washington.  IJC. 
Tracio  L.  Slevens, 

(jhdirwonuiii. 

I)aiii<!l  |.  Little, 

Associdle  (Jdiiimissionar. 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL-9723-8] 

40  CFR  Parts  124  and  270 

Revisions  to  Procedural  Rules  To 
Clarify  Practices  and  Procedures 
Applicable  in  Permit  Appeals  Pending 
Before  the  Environmental  Appeals 
Board 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTION;  Final  rule. 

SUMMARY:  This  rule  revises  existing 
procedures  for  a])])eal.s  from  RCRA,  lIKk 
NPDE.S,  PSD  or  other  final  permit 
decisions  that  are  filed  with  the 
Environmental  Appeals  Board  in  an 
effort  to  simplify  and  make  more 
efficient  the  review  jirocess,  ])articularly 
in  ajjpeals  from  j)ermit.s  issued  under 
new  sourc.(!  review  provisions.  Most 
significantly,  the  changes  reconcile 
current  prtivisions  of  the  regulation 
governing  ajipeals,  which  over  time  has 
])roven  to  he  .somewhat  confusing  and 
redundant.  The  changes  will  bring  the 
regulation  more  fully  in  line  with 
currcmt  j)ractice.  Under  the  current  rule, 
a  PetitioiKM’  is  retjuired  to  file  a 
substantive  petition  for  review 
demon.strating  that  review  is  warranted. 
The  Environmental  Apptials  Board 
considers  that  substantive  ])etition.  as 
well  as  any  briefs  filed  in  response  to 
th(!  petition,  to  determine  whether  to 
grant  review.  If  review  is  granted,  the 
current  rule  c:ontem])lates  that  a  .second 
substantive  round  of  briefing  is  h(!gun 
and  another  suhstantive  review  process 
occurs.  Ill  practice,  however,  the  Board 
has  determined  that  a  .second  round  of 
briefing  generally  is  unnece.ssary 
because  in  nearly  all  cases,  a  decision 
on  the  merits  can  he  made  based  on  the 
substantive  briefs  already  filed.  The 
changes  to  the  rule  clarify  to 
practitioners  that  suhstantive  briefing 
must  he  .submitted  at  the  out.set  of  the 
a]i])eal  and  that  one  suh.stantive  review 
will  occur.  Additional  briefing  may  he 
ordered  when  the  Board  determines  it 
warranted.  A  numher  of  additional 
jirovisions  governing  procedure  are  also 
added  to  the  rule  to  reflect  exi.sting 
])ractices  that  are  currently  guided  by 
standing  orders  of  the  Environmental 
Appeals  Board  and  its  Practice  Manual. 
Revising  the  regulation  to  rellect  current 
practice  will  jirovide  claritv  to 
jiractitioners  before  the  Board,  which 
will  in  turn  make  the  appeals  process 
more  efficient  by  avoiding  unnece.ssary 
filings  and  Board  orders. 

DATES:  This  final  rule  will  become 
effective  on  Marc;h  26,  2013. 


FOR  FURTHER  INFORMATION  CONTACT: 

Eurika  Durr,  Clerk  of  the  Board,  U.S. 
Environmental  Protection  Agency. 
Environmental  Appeals  Board  (EAB), 
1200  Pennsylvania  Avenue  NW..  Mail 
Code  1103M,  Washington,  D(i  20460- 
0001;  telephone  (202)  233-0122;  fax 
number:  (202)  233-0121;  email  address: 
dun.tnirika@dpa.gov.  I’or  more 
information  regarding  this  rule,  plea.se 
visit  http:/ /w'ww .epa.gov/oah. 
SUPPLEMENTARY  INFORMATION: 

I.  Ceneral  Information 

A.  Doas  this  action  apply  to  nw? 

This  action  is  directed  to  the  public 
in  general,  and  has  jiarticular 
aiiplicabilitv  to  anvone  who  .seeks 
review  of  a  RCRA.'UIC,  NPDE.S.  PSD  or 
other  final  permit  decision  under  40 
CFR  §  124.19  by  the  Environmental 
AjijKials  Board.  Because  this  action  mav 
ajjply  to  everyone,  the  Agency  has  not 
attempted  to  describi;  all  the  specific 
entities  that  may  be  affected  by  this 
action.  If  you  have  any  (piestions 
regarding  the  applicability  of  this  action 
to  the  particular  entity,  consult  the 
person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

B.  How  can  I  get  additional 
information? 

Electronic  copies  of  this  document 
and  certain  other  related  documents  are 
available  at  http://www.cpa.gov/cab/. 

C.  When  will  this  rule  become  effective? 

This  rule  will  become  effective  sixty 
days  after  the  dale  of  ])ublication  in  the 
Federal  Register.  The  sixty  days 
between  the  date  of  publication  and  the 
effective  date  will  allow  the  Board  to 
notify  current  practitioners  of  the 
changes,  modify  its  procedural  guidance 
documents  and  take  other  measures  to 
implement  the  rule  as  appropriate. 

II.  Background 

A.  What  action  is  the  agency  taking? 

The  existing  rule  governing  appeals  of 
RCRA.  UlC,  NPDE.S.  PSD  and  other 
apjjlicable  final  ])ermit  decisions  is 
]K)tentially  redundant  and  cumber.some. 
lacks  detailed  procedures  that  would 
hel])  simplify  the  ])ermit  review  process, 
and  is  not  fully  reflective  of  the 
Environmental  Appeals  Board’s  current 
practice.  EPA  is  amending  the  language 
of  the  rule  to  mon;  fully  rellect  current 
|)ractit:e,  which  is  bound  by  the  current 
language  but  akso  guided  in  large  |)art  by 
Board  precedent.  Board  standing  orders, 
and  the  Board’s  Practice  Manual. 

The  amendments  to  the  rule  clarify 
r(!view  jiroctxlures  for  jiractitioners 
before  the  Environmental  Ajijieals 
Board,  which  will  simjilifv  and  make 
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mere  eificient  the  ixn’iew  jjroeess  in  all 
ptainit  appeals  filed  with  the  hoard 
under  this  section,  particularly  in  PSD 
and  other  new  soiux:e  ap|)(;als.  As 
explained  in  more  detail  hcdow,  the 
changes: 

■  ('.larily  that  snhstantive  hriefing 
(M;cnrs  at  the  outset  t)l  the  appeal 
followed  hv  one  substantive  review 
process  and  that  a  second  round  of 
.substantive  briefs  will  not  occur  as  a 
matter  ofcour.se.  allowing  the  ixigulation 
to  more  fully  reilect  current  Hoard 
practice;  and 

■  Adil  provisions  to  the  rule 
governing  procedures  that  are  currentlv 
guided  hv  standing  orders  of  the 
Knvironmental  Aj)j)eals  Hoard  and  the 
Hoard's  Practice  Manual. 

1.  Fidl  Hriefing  During  Initial  Review  by 
th(!  Fnvironmental  Appeals  Hoard 

In  mo.st  permit  appeals,  lh(^ 
Knvironmental  Appends  Hoard  bases  its 
final  decision  on  the  petition(.s)  filed, 
the  re.spon.se(s)  to  the  jeetition.  and  on 
the  administrative  record  of  the  permit 
tlecision.  Although  the  current  rule; 
provides  fora  second  substantive 
la  ieting  and  revicnv  j)eriod  following  a 
decision  to  “grant  review."  a  large 
majority  of  the  tiim;  the  Hoard 
concludes  that  additional  briefing  is 
unnecessarv  to  determine  whether  to 
affirm  a  jjermit  decision  or  remand  a 
permit  decision  to  the  permitting  agency 
for  further  consideration.  Paragra])h  (a) 
of  the  current  ride  reipiires  Petitioners 
to  demonstrate  that  review  is  warranted 
in  the  petition  for  review.  Hoard 
jirecedent.  affirmed  by  the  Federal 
r.onrts  of  Apjieal.  interprets  this 
provision  in  the  rule  to  recjuire 
Petitioners  to  demonstrate  suh.stantivelv 
why  the  jiermit  decision  warrants 
review.  Sue.  e.g..  In  re  Teck  Alnskn,  Inc.. 
NPDES  Apjiea'l  No.  10-04.  at  7-11  (KAH 
Nov.  18,  2010)  (Order  Denying  Review), 
ivview’  denied.  A’n/yi’e  Vill.  of  Kivalinn 
IRA  Council  v.  ERA,  087  F.3d  1210, 

1221  (9th  Cir.  2012):  In  re  City  of 
Pittsfield.  NPDK.S  A])]ieal  No.  08-19,  at 
7,  11-12  (KAH  Mar.  4.  2009)  (Order 
Denying  Review),  review  denied.  014 
F.;id  7,  ll-i:i  (1st  Cir.  2010);  In  re 
Wastewater  Treatment  Facility  of  Union 
Twp..  NPDK.S  Ajijieal  Nos.  00-20  &  00- 
28.  at  9-13  (KAH  Ian.  23.  2001)  (Order 
Denying  I’etitions  for  Review),  review 
denied.  Mich.  Dep't  EnvtI.  Quality  v. 
ERA.  318  F.3d  70.3,  708  (0th  Cir.  2003); 
see  (dso  In  re  Re(d)ody  It'.  Co(d  Co..  12 
K.A.D.  22.  33.  .Sl-.'i3  (KAH  200.1). 

In  cases  where  the  Hoard  finds  no 
error  based  on  its  review  of  the  petition, 
the  resjKmses  to  the  petition,  and  the 
administrative  record,  the  Hoard  will 
typically  deny  review.  In  cases  where 
the  Hoard  finds  error  based  on  its  initial 


review,  the  Hoard  often  determines  that 
additional  hriefing  on  appiial  would  not 
shed  further  light  on  the  i.ssues  and. 
therefore,  determines  that  a  direct 
remand  without  additional  suhmi.ssions 
would  he  more  efficient  and 
appropriate.  See  In  re  DC  Water  and 
Stnver  Anth..  13  K.A.D.  714,  n.82  (KAH 
2008)  (remanding  after  initial  review 
and  explaining  that  "|a|lthongh  40  (ll-'R 
§  124.19(c)  contem])lates  that  additional 
hriefing  typically  will  he  snhmitted 
upon  a  grant  of  review,  a  direct  remand 
without  additional  submissions  is 
a|)pro])riate  where,  as  here,  it  does  not 
ajipear  as  though  further  briefs  on 
ajjjieal  would  slied  light  on  the  issues" 
to  he  addressed  on  remand):  see  (dso. 
e.g..  In  re  Amerada  Hess.  12  IvA.D.  1. 

21  11.39  (KAH  200.1);  In  re  Rohm  and 
Haas  Co..  9  K.A.D.  4‘)9.  .114  n.24  (KAH 
2000);  In  re  Knanf  Fiber  Class.  Cmhll. 

8  K.A.D.  121,  170  n. 73  (KAH  1999);  In 
re  R(H:kman  Prod.  Servs..  8  K.A.D.  302. 
314  n.lO  (KAH  1999);  In  re  Ash  Crave 
Cement  Co..  7  K.A.D.  387,  433  n.  40 
(KAH  195)7);  In  re  Chem.  l1Vi.s7e  Mgmt.  of 
Ind..  0  K.A.D.  144,  173  n.28  (Kv\H  1991); 
In  re  Reinkiewicz.  4  K.A.D.  01. 07  n.1 
(KAH  1992).  The  utilization  of  a  direct 
remand,  witliont  further  hriefing,  has 
been  a  practice  of  the  Agenev  since 
before  the  Hoard  was  created.  .See  In  re 
Chem.  Waste  Mgmt.  Inc..  2  li.A.D.  171, 
177  (Adm’r  Itio'o). 

'I’he  Knvironmental  Apjieals  Hoard’s 
long-standing  jiractice  of  issuing  a  direct 
remand  in  matters  based  on  errors  found 
in  its  initial  review  of  a  jietilion  stands 
in  contrast  to  the  provision  in  40  (IFR 
124.19(c)  that  provides  fora  .second 
round  of  hriefing  following  a  grant  of 
review.  Notwithstanding  the 
reijuirement  to  provide  a  substantive 
ilemon.stration  that  review  is  warranted 
in  the  petition  for  review,  the  exi.sting 
regulation  contem])late.s  that  following 
the  Hoard’s  grant  of  review,  public 
notice  of  the  grant  of  review  must  he 
provided  and  a  hriefing  schedule 
established  for  the  apjieal,  including  an 
invitation  to  any  interested  ])erson  to 
file  an  amicus  brief. 

Today’s  revision  of  §124.19  simplifies 
the  review  jirocess  and  jiromotes 
judicial  economy  by  clarifying  that  one 
com])lete  round  of  hriefing  will  occur  at 
the  outset  of  the  apjieal  and  hv 
removing  the  language  that  refers  to  a 
.second  round  of  hriefing  once  riiview 
has  been  granted.  As  always,  any  person 
who  filed  comments  on  the  draft  jiermit 
or  ])artici])ated  in  a  public  hearing  on 
the  draft  permit  may  file  a  ])etition  for 
review.  With  today’s  revision  of  the 
rule,  any  interested  person  may  file  an 
amicus  brief  in  any  ])erinit  ajijieal 
pending  before  the  Board  under  part  124 
during  the  initial  hriefing  period  within 


the  timeframe  and  in  the  manner 
pre.scrihed  by  the  rule.  Notice  of  all 
docketed  appeals  pending  before  the 
Knviroinnimtal  Appeals  Hoard  is 
available  to  the  pulilic  on  the  Hoard’s 
Wei)  site:  www.epa.gov/ecd).  Nothing  in 
this  revision  to  the  rule  jn'events  the 
Hoard  from  ordering  additional  hriefing 
after  the  fir.st  round  in  any  matter  where 
the  Hoard  determines  that  additional 
hriefing  may  assist  the  Hoard  in  its 
deliberations. 

.Several  provisions  in  parts  124  and 
270  reference  the  granting  of  review  by 
the  Knvironmental  Ajipeals  Hoard  and 
use  the  .second  round  of  hriefing  and 
jiermit  review  as  a  trigger  or  deadline 
for  other  agency  action.  As  such,  the.se 
provisions  are  being  revised  to  reflect 
the  clarification  that  all  snhstantive 
hriefing  occurs  at  the  outset  of  the 
a])peal.  .Specifically,  before  today, 

§  124.19  authorized  the  Regional 
Administrator  to  unilaterally  withdraw 
a  permit  and  prepare  a  new  draft  jiermit 
at  any  time  ])rior  to  the  Hoard’s  grant  of 
review  under  what  was  §  124.15)(c).  The 
])rovision  served  to  ])revent  unilateral 
withdrawal  of  a  permit  by  the  Region 
after  the  Knvironmental  Ajijieals  Hoard 
had  begun  substantive  consideration  of 
an  ap])eal.  This  rule  revi.ses  §  124.19  to 
allow  the  Regional  Admini.strator  to 
unilaterally  withdraw  the  permit  at  any 
time  prior  to  30  days  after  the  Regional 
Administrator  files  its  resjxnise  to  the 
petition  under  paragraph  (h)  of  this 
section.  This  revision  will  i:ontinue  to 
ensure  that  unilateral  withdrawal  of  a 
])ermit  will  occur  before  the  Hoard  has 
devoted  significant  resources  to  the 
substantive  consideration  of  an  appeal. 
Nothing  in  this  regulation  prevents  the 
Region  from  seeking  to  withdraw  the 
permit  by  motion  at  any  time. 

Additionally  §  27().42(h)(9)(iii) 
provides  for  the  automatic  authorization 
of  certain  hazardous  waste  permit 
modifications  where  the  Director  fails  to 
make  a  determination  on  a  modification 
reipiest  within  the  allotted  time.  That 
automatic  authorization  is  appealable  to 
the  Knvironmental  A])j)eal.s  Hoard  under 
§124.19.  as  jirovided  in  §270.42(0(3). 
The  provision  authorizing  the  appeal 
also  provides  that  “the  permittee  mav 
c:ontinne  to  conduct  the  activities 
|)ur.suant  to  the  automatic  authorization 
until  the  a])])eal  has  been  granted 
pursuant  to  §  124.19(c),  notwithstanding 
the  jirovisions  of  §  124.11(h).’’  Hecan.se 
today’s  rule  modifies  the  ajipeal 
procedures  to  eliminate  a  second  round 
of  suh.stantive  review  after  the  grant  of 
review,  §  27().42((0(3)  must  he  modified 
as  well.  Accordingly,  the  jirovision  is 
modified  to  allow  the  ])ermittee  to 
conduct  activities  pursuant  to  automatic 
authorization  until  a  final 
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(letermination,  if  any,  is  made  l)y  the 
iMivironmenlal  A])])(!al.s  Hoard  to  grant 
r(!vie\v  and  remand  the  ])ermit.  'I'he 
revision  is  consistent  with  the  original 
provision  in  that  it  allows  the  permittee 
to  continue  to  conduct  activities 
described  in  the  modification  recpiest 
])iirsuant  to  automatic  authorization 
until  the  Board  determines  reviinv  is 
warranted. 

Section  270. 1.5.5(a)  authorizes  ap])eal.s 
to  the  Environmental  Ajjpeals  Hoard 
from  decisions  to  a])])rove  or  deny  a 
remedial  action  j)ian  (RAH)  |)ermit 
under  RdRA.  That  provision  historically 
has  re(]uired  that  sjiecific  notice  he 
given  to  the  public  of  the  Environmental 
A])])eal.s  Hoard’s  grant  of  review  of  any 
RAH  decision,  and  an  opj)ortunity 
provided  for  any  interested  j)er,son  to 
particij)ate  in  the  second  (substantive 
review)  stage  of  the  aj)peal.  Because 
today’s  revision  of  124.19  clarifies  that 
the  substantive  review  of  a  petition  is 
based  on  one  com])lete  round  of  briefing 
at  the  outset  of  the  a])peal.  the  rule  also 
clarifies  that  all  intenistcnl  jjersons  in 
any  appeal  under  §  124.19,  including 
those  a})peals  authorized  under 
§270.155,  may  file  an  amicus  brief 
during  the  initial  briefing  period  within 
the  timeframe  and  in  the  manner 
prescribed  by  the  rule.  Notice  of  a  final 
decision  to  a])prove  or  deny  a  RAH  is 
provided  under  §270.150,  and  such 
notice  includes  the  |)rocedure.s  for 
a])j)eallng  the  decision  under  §  270.155. 
Additionally,  as  provided  above,  notice 
of  all  docketed  apjjeals  pending  before 
the  Environmental  A})peals  Hoard  is 
available  to  the  j)uhlic  on  the  Hoard’s 
Web  site:  mvw.epa.gov/Hah.  'riuis,  the 
provision  in  §  270.155(a),  which 
jjrovides  for  s])ec;ific  notice  of  the 
.second  stage  of  the  appeal  process  that 
is  being  eliminated,  is  no  longer 
necessarv  and  is  also  being  deleted. 

2.  Hrocedural  Additions  to  the  Rule 

Hractitioners  before  the 
Environmental  Apjjeals  Hoard  in  ])ermit 
appeals  currently  are  guided  by  Hoard 
precedent,  standing  orders  of  the  Hoard, 
and  the  Hoard’s  Hractice  Manual. 

Current  regulations  do  not  ])rovide  the 
j)arameter.s  for  filing  documents  before; 
the  Hoard,  .such  as  where  to  file,  how  to 
file,  when  to  file,  as  well  as  any  content 
r(;(|uirement.s  or  limits  to  what  is  filed. 
The  revisions  adoj)ted  today  are 
intended  to  codify  current  ])rocedural 
practices,  clarify  existing  review 
])rocedures,  and  simplify  the  permit 
review  process.  Hractitioners  l)(;fore  the 
Board  will  benefit  from  the  greater 
clarity  and  efficiency  in  the.se 
procedural  rules,  as  will  the  Agency. 
Specific  changes  are  summarized  below. 


In  matters  where  the  j)ermit  aj)plicant 
is  not  the  |)etitioner  in  an  aj)|)eal,  the 
])etitioner  must  notify  the  ])ermit 
ap])licant  when  a  j)etition  is  filed,  and 
the  |)ernut  ap])licant’s  deadline  for  filing 
a  respon.se  is  s])ecified  in  the  regulation. 
This  change;  eliminates  the  curn;nt 
prac;tice  that  typically  involves  the; 
permit  ai)plicant  filing  a  motion  to 
participate  in  the  appeal,  which  the 
Hoard  typically  grants,  followed  by 
filing  a  suhstantive  brief  according  to 
the  Hoard’s  briefing  schedide.  Allowing 
partici|)ation  of  the;  j)ermit  applicant  by 
ride  and  .siiecifving  a  resjion.se  brief 
deadline  will  streamline  and  make  more 
efficient  the  briefing  proc(;.ss  for  permit 
a])plicant.s. 

When  a  petition  is  filed,  the 
Environmental  Apj)eal.s  Hoard  typically 
sends  a  letter  to  the  permit  issuer 
reijuesting  a  response  to  the  petition  and 
requiring  tlie  jjermit  issuer  to  submit  its 
r(;.sponse  and  a  certified  index  to  the 
administrative  record  by  a  date  certain. 
This  rule  adds  jiroceilures  that  reipiire 
a  jietitioner  to  .serve  notice  of  the 
petition  on  the  permit  issuer  when  the 
])etition  is  filed.  The  rule  also  reijuires 
the  permit  i.s.siu;r  to  submit  a  response 
to  the  ])etition,  as  well  as  a  certified 
index  of  the  administrative  record  and 
r(;levant  portions  of  the  record,  by  a  date 
certain.  This  eliminates  the  need  for  the 
Hoard  to  notify  the  |)(;rmit  issuer  and 
facilitates  an  earlier  r(;.spon.se  deadline, 
making  the  jiroce.ss  more  i;fficient  for 
the  permit  i.ssuer  and  the  Hoard. 

'I’lie  changes  to  the  rule  also  impo.se 
briefing  procedures  anti  deadlines  for 
interested  state  or  tribal  authorities  that 
are  located  where  the  jiermitted  facility 
or  site  is  located  or  projio.sed  to  he 
located  (if  that  authority  is  not  the 
permit  issuer),  as  well  as  for  any 
person(s)  interested  in  filing  an  amicus 
brief.  Again,  the  briefing  deadlines  and 
ex])licit  authorization  to  file  are 
intended  to  streamline  and  make  more 
efficient  the  app(;al  process,  by 
removing  the  need  to  recpiest 
jjermission  from  the  Hoard  to 
participate,  and  eliminating  the 
corrc;.s])onding  additional  time  iu;ed(;d 
to  grant  jiarticijiation  and  to  impose; 
briefing  .se:hedules  later  in  the  proce.ss. 

I’rocedures  for  HSD  and  other  nc;w 
source  review  apjieals  an;  contain(;d  in 
the  Environmental  Appcials  Hoard’s 
April  19,  2011,  standing  ord(;r.  .See 
Ord(;r  (ioverning  Hcititions  for  Review  of 
Ck;an  Air  Act  New  Source  Rc;view 
Hermits  (EAH  Ajir.  19.  2011),  civdilable 
al  u'u’u’.epu.gov/ef/h.  Tli(;.se  |)rocc;dures 
were  adojited  “to  facilitate  Ithc;] 
exp(;diliou.s  r(;.solution  of  NSR  app(;als. 
while  simultaneously  giving  fair 
con.sid(;ration  to  the  i.ssu(;.s  rai.sed  in  any 
given  inatterM’’  Id.  at  2.  In  effect,  the 


j)roc(;dures  simjilify  and  make  more 
efficient  the  r(;vi(;w  proc(;.s.s  in  i’.SD  and 
other  new  source  apjjeals  (including 
OC.S  apj)(;als)  by  imi)o.sing  certain 
|)r(;.sumption.s.  tight(;r  deadlin(;s, 
liriefing  limitations,  and  other  m(;asur(;,s. 
Today’s  rule  incor|)orat(;.s  many  of  these; 
proc(;dur(;s  into  the  r(;gulation. 

To  date,  practitioners  h(;fore  the 
Environmental  Appeals  Hoard  have  had 
little  guidance  on  the;  form  and  content 
of  suhinissions  to  the  Hoard.  The  revi.sc;d 
rule  adds  jirovisions  imposing 
proc(;dural  ruhis  governing  the  content 
and  form  of  filings  for  briefs  and 
motions  practice.  This  will  improve  the 
cpiality  and  consistency  of  filings  h(;fore 
the  Hoard,  which  will  also  contribute;  to 
gre;<ite;r  efficie;ne:y. 

The  re;vi.se;d  rule  clarifies  existing 
filing  re;quire;me;nts  and  proce;elure;.s  that 
are;  e;nrre;ntly  found  in  the  Hoard’s 
standing  ordeers  and  in  the;  Heiard’s 
Hractie:e;  Manual,  all  of  which  mav  he; 
found  on  the;  Hoard’s  Web  site.  The;.se; 
include  j)roe:e;elure;s  for  lioth  filing  pa])e;r 
doeannents  and  for  e;le;e:tronie:  filing.  The; 
proe;e;elure;.s  idso  adelre;ss  the;  .se;rvie:e  of 
ne)tie:e  on  particijiants  of  eloe;ume;nts 
filed,  including  the;  availability  of 
e;le;i:tre)nie:  se;rvie;e;.  This  portion  of  the; 
rule  will  also  provide  greater  clarity  and 
e;fficiene;v  to  the;  aj)pe;al.s  pre)ce;.ss. 

The  re;vi.se;el  rule;  also  adds  a  provision 
clarifying  the;  Heiarel’s  inherent  autheiritv 
te)  immage  its  eleie.ket  in  the  merst 
me;aningful  anel  e;ffie:ient  manner 
])e).s.sible.  ine.lneling  the;  ability  tei  impeise 
pre)ce;elural  .sane:tions  feir  failure;  tei 
e:e)mply  with  Hoard  orders  anel  rule;.s. 

The  language;  clarifying  this  autheirity  is 
e:onsi.ste;nt  with  the;  e;xpre;.s.s  langUcige 
founel  in  re;gnlation.s  pertaining  to 
e;nfe)re:e;ment  apjjeals  he;fore;  the; 
Environmentai  Appeals  Heiarel.  .See  22 
CFR  §  22.4(a)(2).  The  language;  is  also 
e;on.si.stent  with  Board  pree;e;elent.  .Se;e  In 
re  Penhodv  ITe.stern  (loal  Co.,  CAA 
Aj)pe;al  No.  10-01  (EAH  Aug.  13.  2010) 
(()rele;r  Granting  Meition  for  Voluntary 
Remand)  (artie:ulating  Heiarel’s  inhe;re;nt 
authority  te;  rule  em  meitiems  anel  fill 
either  “gaps”  in  its  j)re)e:eelural  riileis);  .see 
also,  e.g..  In  re  MCP  In^rodionts  of 
Illinois,  Inc.,  H.SD  Appe;al  Nei.  09-03 
(EAH  )an.  8,  2010)  (Orele;r  Imposing 
.Sane:tions,  Setting  Final  De;aelline;  leir 
Filing  Reispem.se  anel  Se;heeluling  .Status 
Ge)nferene;e;)  (impeising  ptige;-limit 
.sane;tie)n  against  j)e;rmit  issueir  anel 
eirelering  appearane:e  at  a  status 
e:e)nfe;re;ne;e  in  re;sponse  tei  “.systematie: 
failure;  tei  timely  assemble  the 
aehninistrative  ree:orel,  proviele 
re;|)re;.se;ntatie)n  anel  elefenel  a  jiermit 
is.sue;el’’);  In  re  Desert  Hock  Energy  Co., 
LEG,  HSD  Ajipeeal  Neis.  08-03  te;  08-00 
(EAH  May  21,  2009)  (Oreler  De;nying 
Motion  to  Hartie:ipcite;)  (initially  elenying 
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ainici's  motion  to  ])arti(:ipate  Tiled  two 
months  after  the  deadline  for 
snhmission  without  ex])lanation  or 
justification).  Further  support  for  the 
Board’s  inherent  authority  to  manage  its 
docket  may  he  found  in  general  and 
well-e.stahlished  jirincijiles  of 
administrative  law.  .See  Vermont 
Yankt^(^  Nucimr  Power  ('.orp.  v.  Nolural 
liesoun:es  Defense  (lonncil.  43.5  11..S. 

510.  543-44  (1978)  (’‘Ah.sent 
constitutional  constraints  or  extremely 
comiielliug  circumstances  the 
administrative  agencies  should  he  free 
to  fashion  their  own  rules  of  procedure 
to  juirsue  methods  of  impiirv  cajiahle  of 
liermitting  them  to  discharge  their 
multitudinous  duties.”);  see  also 
American  Pann  Lines  v.  Black  Ball 
Freight  Service.  397  II..S.  532.  539  (1970) 
(exj)laining  that  it  is  “always  within  the 
discretion  of  *  *  *  an  administrative 
agency  to  relax  or  modify  its  procedural 
rules  adopted  for  the  orderly  tran.saction 
of  husiness  before  it  when  in  a  given 
c.ase  the  ends  of  justice  recpure  it.”).  The 
Board’s  inherent  authoritv  to  manage  its 
docket  includes  the  authority  to  relax  or 
su.s|)end.  for  good  cause,  the  procedural 
nupiirements  prescribed  hv  these  rules 
or  Board  order.  See  In  re  (lircle  T 
Feecllot.  Inc.,  Nl’Dli.S  Ajijieals  Nos.  09- 
02  K-  09-03.  slip  op  at  11  (FAB  )un.  7. 
2010). 

Finally,  current  regulations  allow  a 
|)(!titioner  tf)  challenge  “any  condition 
of  a  permit  decision.”  40  (^FR  124.19(a). 
'I'he  I-hivironmental  Apijeals  Board 
historically  and  consistently  has 
constriK'd  “any  condition  of  the  j)ermit 
decision”  to  include  not  only  s])ecific 
j)ermit  conditions,  hut  also  the  |)ermit 
decision  in  its  entirety,  whether  ha.secl 
on  alleged  substantive  or  jn’ocedural 
defects.  See.  e.g..  In  re  Circle  T  Feecllot, 
Inc..  NFDK.S  Appeal  Nos.  09-02  &  09- 
03.  slip  o]).  at  5  u.l  (FAB  lune  7,  2010). 

14  E.A.D. _ (citations  omitted) 

(challenging  the  jjermit  in  its  entiretv 
hascid  on  the  permit  issuer’s  alleged  lack 
of  authority  to  i.ssue  the  permit):  In  re 
Bassell  City  Eneroy  Ctr..  i^.SD  Apj)(!al 
No.  08-01.  slij)  oj).  at  21-25  (Fy\B  July 

29,  2008),  14  F.A.D. _ (considering 

adecpiacy  of  jjuhlic  notice);  In  re  Weher. 
#4-«.  II  F.A.D.  241. 245  (FAB  2003) 
(considering  timeliness  of  r(!S])on.se  to 
comments);  In  re  Indeck-Elwoocl,  LLC, 

13  F.A.D.  120.  189  (FAB  2000) 
(considering,  among  other  things,  the 
alleged  failure  to  include  an  (unission 
limit  for  fluoride).  'The  Board’s 
extension  of  revicnv  to  include 
challenges  broader  than  ones  sj)ecific  to 
a  permit  condition  is  consistent  with  the 
language  in  40  (iFR  124.15(a).  which 
defines  a  i)ermit  decision  as  a  “final 
decision  to  i.ssue.  deny,  modify,  revoke 


and  nnssue.  or  t(!rminate  a  permit.”  A 
j)etition(!r  challenging  the  decision  to 
deny  a  permit,  for  example,  could  not 
identify  specific  permit  “conditions” 
being  challenged;  rather,  such  petitioner 
would  challengi!  the  overall  d(!cision  to 
deny  the  permit,  riuis.  the  Board  has 
nwiewcul  permit  decisions  where  tin; 
petitioner  did  not  challenge  a  s])ecific 
permit  condition,  hut  instead 
challenged  the  j)ermit  as  a  whole. 

On  the  other  hand,  the  Fnvironmental 
Apj)eals  Board  has  also  denied  review 
of  |)ermit  decisions  where  the  ])(!tition 
for  nn'iew  failed  to  idimtify  any  specific 
jjermit  condition  being  challenged. 

Such  denial  of  review  has  consistently 
been  based  on  a  petitioner’s  failure  to 
identify — with  any  specificity — any 
error  of  fact  or  law  warranting  revicnv. 
See,  e.g..  In  re  LCP  Chemicals — New 
York.  4  FAD  881 ,  ()(i4-()5  (FAB  l‘)93) 
(denying  review  of  certain  issues  for 
which  petitioner  had  faihul  to  identify 
specific  permit  conditions  and  .stating 
that,  “[alh.sent  any  references  to  the 
specific  permit  conditions  at  issm;,  and 
a  discussion  as  to  why  the  Region’s 
decision  to  impose  those  conditions 
warrants  nivicnv,  this  Board  has  no  basis 
for  granting  nwiew.”)  ((!m|)hasis  addcai): 
In  re  Envotech,  L.P.,  8  1‘iAD  280,  28‘) 
(FAB  1‘)9())  (dismissing  a  petition  that 
rai.sed  the  i.ssue  of  strict  liability  hut  did 
not  explain  what  j)ermit  condition  was 
implicated  hv  tlm  doctrim;  of  strict 
liability  or  how  the  doctrine  of  strict 
liability  established  that  the  r(!gion  eruMl 
in  granting  the  pciiinit);  see  cdso.  e.g..  In 
re  Peabody  W.  Coal  Co..  NPDI-S  Appeal 
Nos.  10-15  &  10-18,  slip  o|).  at  32  n.3(i 
(FAB  Aug.  31, 2011)  (dismissing  several 
issues  as  “vague”  and 
“unsubstantiated”  where  it  was  unclear 
how  the  i.ssues  rai.sed  related  to  any 
conditions  of  the  permit  that  petitioiuM’ 
was  attempting  to  challenge  (citing  In  re 
City  of  Attleboro,  NFDFS  Ap|)eal  No. 
08-08,  slij)  op.  at  81  (FAB  Dec.  15, 

2009)  (lixplaining  that,  Ixuiause 
petitioner  hears  tin;  hurdcm  of 
demonstrating  that  nwiew  is  warranted, 
the  Board  “will  not  ent(!rtain  vagin;  or 
unsuhstantiattul  claims”));  In  re  Citvof 
Moscow,  10  F.A.D.  135,  172  (FAB  2001) 
(denying  review  where  |)(!titioner  raised 
vague  and  unsubstantiated  conciaiis  and 
faihul  to  j)oint  to  any  clearly  erromujus 
findings  of  fact  or  conclusions  of  law  in 
the  Region’s  permitting  decision  or  to 
identify  any  specific  permit  conditions 
that  gave  ri.s(!  to  tho.se  concerns)). 

Today’s  revision  to  the  rule  therefon; 
clarifies  that,  consistent  with  w(;ll- 
e.stahlished  precedent,  ])etitioners  must 
identify  the  contested  permit  condition 
or  other  .sj)ecific  challenge!  to  the  permit 
diicision  and  clearly  set  forth,  with  legal 
and  factual  supj)ort,  j)etitioner’s 


contentions  for  why  the  permit  decision 
should  he  revi(!wed.  This  nivised 
language  is  intended  to  caj)ture  permit 
chalhiiiges  that  are  within  the 
I'inviromiKintal  Ap])eals  Board’s  existing 
.sco])e  of  review,  hut  that  are  not 
necessarily  tied  to  a  specific  ])ermit 
condition:  the  reviseul  language  is  not 
intended  to  expand  the  Board’s  existing 
scope  of  review.  As  always,  such 
chalhiiiges  must  demonstrat(!  that  the 
])ermit  d(!cision  is  hascid  on  a  finding  of 
fact  or  conclusion  of  law  that  is  clearly 
erroneous,  or  an  exerci.se  of  di.scr(!tion 
or  an  important  policy  consideration 
that  tlu!  Fnvironmental  Ap])eal.s  Board 
should,  in  its  discretion,  review. 
Additionally,  the  rule  incorporates  the 
preceilential  reciuirement  that  i)etitions 
not  only  demonstrate  that  any  issue 
rai.sed  in  the  petition  was  rai.sed 
])reviou.sly  during  the  ])ut)lic  comment 
period  (to  the  extent  required),  hut  also 
that  the  petition  addresses  anv  res])onse 
by  the  ])ermit  issuer  and  ex])lain  why 
that  res])onse  was  chiarlv  erroneous  or 
otherwise  warrants  n!vi(!W.  See,  e.g..  In 
re  Prairie  State  Cemerating  Co..  LLC,  13 
IvA.D.  1.  109  (FAB  2008);  .see  also.  e.g. 

In  re  Pittsfield.  NFDFS  A])peal  No.  08- 
19,  slip  op.  at  8-9,  11  (FAB  Mar.  4, 
2009).  affd,  814  l-.3d  7  (1st  Cir.  2010). 

In  addition,  fiPA  is  clarifying  a 
provision  in  section  124.19  addressing 
when  final  agency  action  occurs 
following  th(!  disposition  of  an  a])|)eal 
by  th(!  Fnvironmental  Ap])eals  Board. 
Sections  124.15(a)  and  124.19(1)  of 
FFA’s  (!xi.sting  r(!gulations  both  u,s(!  the 
term  “final  permit  decision.”  Some 
|)arti(!S  have  interpretcid  the  us(!  of  the 
term  “final  j)ermit  decision”  in  the  first 
sentence  of  section  124.19(f)(1)  to 
describe  a  “final  ])(!rmit  decision” 
previously  i.ssued  under  section  124.15 
rather  than  an  additional  final  ])ermit 
(Uicision  issued  by  the  Regional 
Administrator  after  any  administrative 
review  proc;eeding.s  under  section 

124.19  ar(!  (!xhausted.  FFA  generally  has 
applied  the  latter  reading  based  on  the 
.second  .sent(!nce  of  section  124.19(0(1). 
but  some  liFA  offices  and  members  of 
the  public  have  occasionallv 
misund(!rstood  the  meaning  of  this 
])rovision.  In  some  in.stances.  this  has 
led  to  inconsistent  actions  within  FFA 
and  di.s])utes  over  the  reading  of  section 
124.1t)(n  between  FFA  and  i)arties 
.seeking  judicial  review  of  j)ermit.s 
issued  under  Fart  124.  Thus,  in  order  to 
avoid  further  dis])ute.s  and  ensure 
consistenev  acro.ss  FFA  offices  that 
issue  permits  under  Fart  124,  we  are 
revising  the  relevant  language  in  section 

124.19  to  make  more  clear  that  final 
agency  action  does  not  occur  under 

124.19  until  the  Regional  Administrator 
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issues  a  sul)se(iiiont  “final  permit 
decision’’  under  s(;clion  124.10  offer 
administrative  review  ])roceedings  are 
exhausted.  This  revised  text  now 
ap])ears  in  .section  124.19(l)(2). 

B.  What  is  the  Agency's  authority  for 
taking  this  action? 

EPA  is  issuing  this  document  under 
its  general  rulemaking  authority. 
Reorganization  Plan  No.  3  of  1<)7()  (5 
IJ.S.fk  a])]).). 

Section  553  of  the  Administrative 
Procedure  Act  (APA),  5  IJ.S.Ck 
§  553(1))(3)(A),  provides  that  “rules  of 
agency  organization,  procedure,  or 
practict;’’  are  exempt  from  notice  and 
comment  requirements.  The  action  the 
Agency  is  taking  today  involves 
revisions  to  the  Environmental  AiJjKuds 
Board’s  procedural  rules  to  clarify 
exi.sting  practices  and  ])rocedures  that 
are  a])])licahle  in  permit  a])])eals  filed 
with  the  Environmental  Appeals  Board. 
These  revisions  fall  under  the 
exemption  provided  in  APA 
^  553(h)(3)(A).  Ac:cordinglv,  EPA  is  not 
taking  comment  on  this  action. 

HI.  Statutory  and  Executive  Order 
Reviews 

This  action  involves  revisions  to  the 
Environmental  Appeals  Board’s 
])rocedural  rules  to  clarify  existing 
jmictices  and  procedures  that  are 
applicable  in  permit  appeals  filed  with 
the  Environmental  Appeals  Board.  'I’liis 
type  of  action  is  exem])t  from  review 
under  Executive  Orders  128()(i  (58  FR 
51735,  October  4,  1093)  and  13583  (78 
f’R  3821,  lanuary  21, 2011).  Because  this 
action  is  not  subject  to  notice  and 
comment  requirements  under  the 
Admini.strative  Procedures  Act  or  any 
other  statute,  it  is  not  subject  to  the 
Regulatory  E’lexihility  Act  (5  IJ.S.Ck  801 
et.  seq.)  or  .sections  202  and  205  of  the 
Unfunded  Mandates  Reform  Act  of  1999 
(UMRA)  (Pul).  L.  104-4).  In  addition, 
this  action  does  not  significantly  or 
unicpiely  affect  small  governments.  This 
action  does  not  create  new  binding  legal 
r(!(iuirements  that  substantially  and 
directlv  affect  Tribes  under  Executive 
Order  13175  (83  ER  87249,  November  9, 
2000).  This  action  does  not  have 
significant  Federalism  im])lications 
under  Executive  Order  13132  (84  FR 
43255,  August  10,  1995)).  This  rule  also 
is  not  subject  to  Executive  Order  13045, 
“Protection  of  Children  from 
Environmental  Health  Risks  and  Safety 
Ri.sks,”  (82  FR  19885,  April  23,  1997),' 
hecau.se  it  is  not  economically 
significant.  This  action  is  not  subject  to 
Executive  Order  13211,  “Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use’’  (88  FR  2835.5,  May 


22.  2001).  because  it  is  not  a  significant 
regulatory  action  under  Executive  Order 
12888.  This  action  does  not  involve 
technical  standards;  thus  the 
recpnrements  of  §  12(d)  of  the  National 
Technology  Transfer  and  Advancement 
Act  of  1995  (15  U.S.C.  272  note)  do  not 
a])ply.  'I’his  action  does  not  impose  an 
information  collection  burden  under  the 
l)rovi.sion.s  of  the  Paperwork  Reduction 
Act  of  1995  (44  U.S.C.  3501  et  seq.).  The 
Congressional  Review  Act,  5  U.S.C  801 
et  .se(j.,  as  added  by  the  Small  Business 
Regulatory  Enforcement  Fairness  Act  of 
1998,  generally  provides  that  before  a 
rule  may  take  effect,  the  agency 
promidgating  the  rule  must  submit  a 
rule  report,  which  includes  a  copy  of 
the  rule,  to  each  Hou.se  of  the  Congress 
and  to  the  Comj)troller  Ceneral  of  the 
United  States.  Section  804  exempts  from 
section  801  the  following  types  of  rules 

(1)  rules  of  particular  applicability;  (2) 
rules  relating  to  agency  management  or 
])ersonnel;  and  (3)  rules  of  agency 
organization,  procedure,  or  practice  that 
do  not  substantially  affect  the  rights  or 
obligations  of  non-agency  parties.  5 
U.S.C.  804(3).  EPA  is  not  recpiired  to 
submit  a  rule  rej)ort  regarding  today’s 
action  under  .section  801  because  this  is 
a  rule  of  agency  organization. 

|)rocedure,  or  j)ractice  that  does  not 
substantially  affect  the  rights  or 
obligations  of  non-agency  ])artie.s. 

List  of  Subjects 

40  CFB  Part  124 

Admini.strative  l^ractice  and 
Procedures. 

40  CFB  Part  270 

Environmental  Protection,  Hazardous 
Waste. 

Dal(!(l:  lanuary  14.  201  ;t. 

I.isa  P.  )ac:ks()n. 

Administrator. 

For  the  rea.sons  stated  in  the 
])reamhle,  the  Environmental  Protection 
Agency  amends  title  40  parts  124  and 
270  of  the  Code  of  Federal  Regulations 
as  follows; 

PART  124— PROCEDURES  FOR 
DECISIONMAKING 

■  1 .  The  authority  citation  for  part  1 24 
continues  to  read  as  follows; 

Authority:  Kesourco  Conservation  and 
Kecovorv  Act.  42  tJ..S.(;.  OtlOl  el  seq.:  .Said 
Drinking  Water  Act,  42  U.S.C.  .tOOf  e/  seq.: 
Clean  \Vat(!r  Act.  ;t3  t)..S.(;.  12.51  el  seq.: 

(’.lean  Air  Act,  42  U..S.(L  7401  el  seq. 

■  2.  Section  124.10  is  amended  by 
removing  ])aragraph  (a)(l)(iv)  and 
redesignating  paragraphs  (a)(l)(v) 
through  (a)(l)(vi)  as  paragraphs  (a)(l)(iv) 


through  j)aragraphs  (a)(l)(v), 
respectively. 

■  3.  Paragraph  (1))(1)  of  §  124.18  is 
revised  to  read  as  follows; 

§  1 24.1 6  Stays  of  contested  permit 
conditions. 

***** 

(h)  Slavs  based  on  cross  effects.  (1)  A 
stay  may  he  granted  ha.sed  on  the 
grounds  that  an  appeal  to  the 
Administrator  under  §  1 24.1 9  of  one 
permit  may  result  in  changes  to  another 
EPA-issued  ])ermit  only  when  each  of 
the  j)ermit.s  involved  has  been  appealed 
to  the  Admini.strator. 
***** 

■  4.  Section  124.19  is  revised  to  read  as 
follows; 

§  124.19  Appeal  of  RCRA,  UlC,  NPDES  and 
PSD  Permits. 

(a)  Petitioning  for  review  of  a  permit 
decision.  (1)  Initiating  an  appeal. 

Ai)peal  from  a  RCRa"  UIC,  NPDES.  or 
PSD  final  permit  decision  issued  under 

124.15  of  this  part,  or  a  decision  to 
deny  a  permit  for  the  active  life  of  a 
RCRA  hazardous  waste  management 
facility  or  unit  under  (j  270.29  of  this 
cha])ter,  is  commenced  by  filing  a 
j)etition  for  review  with  the  (ilerk  of  the 
Environmental  Appeals  Board  within 
the  time  pre.scrihed  in  paragraph  (a)(3) 
of  this  section. 

(2)  Who  inav  file?  Any  person  who 
filed  comments  on  the  draft  permit  or 
participated  in  a  public  hearing  on  the 
draft  permit  may  file  a  petition  for 
review  as  provided  in  this  .section. 
Additionally,  any  person  who  failed  to 
file  comments  or  failed  to  partici])ate  in 
the  public  hearing  on  the  draft  permit 
may  j)etition  for  administrative  review 
of  any  ])ermit  conditions  set  forth  in  the 
final  j)ermit  decision,  hut  only  to  the 
extent  that  tho.se  final  permit  conditions 
reflect  changes  from  the  propo.sed  draft 
permit. 

(3)  Filing  deadline.  A  petition  for 
review  mu.st  he  filed  with  the  Clerk  of 
the  Environmental  Aj)peal.s  Board 
within  30  days  after  the  Regional 
Admini.strator  serves  notice  of  the 
issuance  of  a  RCRA,  UIC,  NPDES.  or 
PSD  final  permit  decision  under 

§  124.15  or  a  decision  to  deny  a  ])ermit 
for  the  active  life  of  a  R(iRA  hazardous 
waste  management  facility  or  unit  under 
§270.29  of  this  chapter.  A  petition  is 
filed  when  it  is  received  by  the  (3erk  of 
the  Environmental  Apj)eals  Board  at  the 
address  specified  for  the  ap])ropriate 
method  of  delivery  as  provided  in 
paragraj)!)  (i)(2)  of  this  .section. 

(4)  Petition  contents,  (i)  In  addition  to 
meeting  the  rerjuirements  in  paragraj)h 
(d).  a  petition  for  review  mu.st  identify 
the  conte.sted  permit  condition  or  other 
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s|)0(:ifi{:  challenge  to  the  permit  decision 
and  clearly  set  forth,  with  legal  and 
factual  su|)])ort,  j)etitioner’s  contentions 
for  why  the  permit  decision  should  he 
reviewed.  The  jjetition  must 
demonstrate  that  each  challenge  to  the 
p(‘rmit  decision  is  based  on: 

(A)  A  finding  of  fact  or  conclusion  of 
law  that  is  clearly  erroneous,  or 

(B)  An  exercise  of  di.scretion  or  an 
important  policy  consideration  that  the 
Environmental  Appeals  Board  should, 
in  its  discretion,  review. 

(ii)  Petitioners  must  demonstrate,  hv 
jiroviding  specific  citation  to  the 
administrative  record,  including  the 
document  name  and  jiage  numher.  that 
each  issue  being  rai.sed  in  the  petition 
was  raised  during  the  public  comment 
period  (including  any  jiuhlic  hearing)  to 
the  extent  required  by  §  124.18.  For  each 
issue  raised  that  was  not  raised 
previously,  the  petition  mu.st  explain 
why  such  issues  were  not  recpiired  to  he 
raised  during  the  juihlic  comment 
period  as  jirovided  in  ^  124.1.8. 
Additionally,  if  the  jietition  raises  an 
issue  that  the  Regional  Administrator 
addressed  in  the  respon.se  to  comments 
document  is.sued  pursuant  to  §124.17, 
then  jietitioner  must  provide  a  citation 
to  the  relevant  comment  anil  response 
and  explain  why  the  Regional 
Administrator’s  res|)onse  to  the 
comment  was  clearly  erroneous  or 
otherwi.se  warrants  review. 

(h)  lifisponsefs)  1o  a  jwtiiion  for 
ivviow.  (1)  In  a  PSD  or  other  new  .source 
])ermit  a|)peai.  the  Regional 
Administrator  must  file  a  resjKju.se  to 
the  petition  for  review,  a  certified  index 
of  the  administrative  record,  and  the 
relevant  portions  of  the  administrative 
record  within  21  days  after  the  filing  of 
the  petition. 

(2)  In  all  other  permit  a|)peals  under 
this  section,  the  Regional  Administrator 
must  file  a  response  to  the  petition,  a 
certified  index  of  the  administrative 
record,  and  the  relevant  jjortions  of  the 
administrative  record  within  80  days 
after  the  filing  of  a  petition. 

(8)  A  permit  applicant  who  did  not 
file  a  petition  hut  who  wishes  to 
partici))ate  iu  the  apjieal  proce.ss  mu.st 
file  a  notice  of  aj)j)earance  and  a 
resjjonse  to  the  petition  Such 
documents  mu.st  be  fded  hv  the 
deadlines  provided  in  j)aragrai)h  (h)(1) 
or  (2)  of  this  section,  as  aj)j)ropriate. 

(4)  The  State  or  Tribal  authoritv 
where  the  i)ermitted  facility  or  site  is  or 
is  i)ropo.sed  to  he  located  (if  that 
authority  is  not  the  permit  issuer)  mu.st 
also  file  a  notice  of  appearance  and  a 
response  if  it  wishes  to  j)artici})ate  in 
the  a])peal.  Such  resjjon.se  must  he  filed 
by  the  deadlines  provided  in  paragraph 


(h)(1)  or  (2)  of  this  section,  as 
aj)j)ro])riate. 

(c)  Hoplies.  (1)  In  PSD  and  other  new 
source  permit  appeals,  the 
Environmental  A])|)eals  Board  will 
apply  a  |)re.sumption  against  the  filing  of 
a  rej)ly  brief.  By  motion,  petitioner  may 
seek  leave  of  the  linvironmental 
Appeals  Board  to  file  a  rej)lv  to  the 
resj)onse.  which  the  Environmental 
Appeals  Board,  in  its  di.scretion.  may 
grant.  The  motion  must  he  filed 
simultaneously  with  the  j)roposed  reply 
within  10  days  after  service  of  the 
re.s|)on.se.  In  its  motion,  petitioner  mu.st 
sjjecify  tho.se  arguments  in  the  response 
to  which  petitioner  seeks  to  reply  and 
the  rea.sons  petitioner  believes  it  is 
necessary  to  file  a  reply  to  those 
arguments,  l^etitioner  may  not  raise  new 
i.ssues  or  arguments  in  the  motion  or  in 
the  rejdv. 

(2)  In  all  other  permit  appeals  under 
this  .section,  petitioner  may  file  a  reply 
within  1.5  davs  after  service  of  the 
respon.se.  Petitioner  mav  not  raise  new 
i.ssues  or  arguments  in  the  replv. 

(d)  Content  and  form  of  briefs.  (1) 
Content  re(/nireinents.  All  briefs  filed 
under  this  section  must  contain,  under 
apj)roj)riate  headings: 

(1)  A  table  of  contents,  with  i)age 
references: 

(ii)  A  table  of  authorities  with 
references  to  the  ])age.s  of  the  brief 
where  they  are  cited: 

(iii)  A  table  of  attachments,  if  required 
under  paragraph  (d)(2)  of  this  section: 
and 

(iv)  A  .statement  of  comj)liance  with 
the  word  limitation. 

(2)  Attachments.  Parts  of  the  record  to 
which  the  jjarties  wish  to  direct  the 
Environmental  Appeals  Board's 
attention  may  hi;  aj)j)ended  to  the  brief 
submitted.  If  the  brief  includes 
attachments,  a  table  mu.st  he  included 
that  jjrovides  the  title  of  each  appended 
document  and  assigns  a  label 
identifying  where  it  may  he  found  (e.g.. 
Excerpts  from  the  Response  to 
Comments  Document  *  *  *  Attachment 
1). 

(8)  Length.  Unless  otherwise  ordered 
by  the  Environmental  Appeals  Board, 
j)etitions  and  re.sj)on.se  briefs  may  not 
exceed  14,000  words,  and  all  other 
briefs  may  not  exciunl  7,000  words. 
Filers  may  rely  on  the  word-proce.ssing 
system  used  to  determine  the  word 
count.  In  lieu  of  a  word  limitation,  filers 
may  com])ly  with  a  80-|)age  limit  for 
petitions  and  response  briefs,  or  a  15- 
page  limit  for  rej)lie.s.  Headings, 
footnotes,  and  quotations  count  toward 
the  word  limitation.  The  table  of 
contents,  table  of  authorities,  table  of 
attachments  (if  any),  statement 
requesting  oral  argument  (if  any). 


statement  of  compliance  with  the  word 
limitation,  and  any  attachments  do  not 
count  toward  the  word  limitation.  The 
Environmental  Appeals  Board  mav 
exclude  any  petition,  respon.se,  or  other 
brief  that  does  not  meet  word 
limitations.  Where  a  party  can 
demonstrate  a  com})elling  and 
documented  need  to  exceed  such 
limitations,  such  party  mu.st  .seek 
advance  leave  of  the  Environmental 
Appeals  Board  to  file  a  longer  brief. 

Such  requests  are  discouraged  and  will 
he  granted  only  in  unusual 
circumstances. 

(e)  Participation  hv  amicus  curiae. 

Any  interested  person  may  file  an 
amicus  brief  in  any  appeal  pending 
before  the  Environmental  Appeals 
Board  under  this  .section.  The  deadline 
for  filing  such  brief  is  15  days  after  the 
filing  of  the  response  brief,  except  that 
amicus  briefs  in  PSD  or  other  new 
source  permit  appeals  must  he  filed 
within  21  days  after  the  filing  of  the 
j)etition.  Amicus  briefs  mu.st  comjdv 
with  all  procedural  requirements  of  this 
.section. 

(f)  Motions.  (1)  In  general.  A  reque.st 
for  an  order  or  other  relief  must  he  made 
hv  written  motion  unless  these  rules 
prescribe  another  form. 

(2)  Contents  of  a  motion.  A  motion 
must  state  with  j)articularity  the 
grounds  for  the  motion,  the  relief 
.sought,  and  the  legal  argument 
nece.s.sarv  to  suj)j)ort  the  motion.  In 
advance  of  filing  a  motion,  parties  mu.st 
attemj)t  to  ascertain  whether  the  other 
party(ie.s)  concur(.s)  or  ohject(s)  to  the 
motion  and  mu.st  indicate  in  the  motion 
the  attemjit  made  and  the  response 
obtained. 

(8)  Response  to  motion.  Any  jiarty 
may  file  a  resjjonse  to  a  motion. 
Responses  must  state  with  particularity 
the  grounds  for  opjjosition  and  the  legal 
argument  nece.ssarv  to  supjjort  the 
motion.  The  resjjonse  mu.st  he  filed 
within  1 5  days  after  service  of  the 
motion  unless  the  Environmental 
Ajjjjeals  Board  shortens  or  extends  the 
time  for  resjjonse. 

(4)  Reply.  Any  rejjly  to  a  resjjonse 
filed  under  jjaragrajjh  (f)(8)  of  this 
.section  must  he  filed  within  10  days 
afier  service  of  the  resjJonse.  A  rejjly 
mu.st  not  introduce  any  new  issues  or 
arguments  and  may  respond  only  to 
matters  jjresented  in  the  resjjon.se. 

(5)  Disposition  of  a  motion  fora 
procedural  order.  The  Environmental 
Ajjjjeals  Board  may  act  on  a  motion  for 
a  jjrocedural  order  at  anv  time  without 
awaiting  a  resjjonse. 

(g)  Timing  of  motions  for  extension  of 
time.  Parties  mu.st  file  motions  for 
extensions  of  time  sufficiently  in 
advance  of  the  due  date  to  allow  other 
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parlies  to  have  a  reasonable  opj)ortunity 
to  respond  to  the  nicpiest  for  niort;  time 
and  to  provide  the  Environmental 
Appeals  Hoard  with  a  reasonable 
o|)porlimity  to  issue  an  order. 

(Ill  Oi'dl  orgnmen/.  The 
luivironmental  Apjieals  Board  may  hold 
oral  argument  on  its  own  initiative  or  at 
its  diseretion  in  response  to  a  request  by 
one  or  more  of  the  parties.  To  reciuest 
oral  argument,  a  party  must  include  in 
its  sub.stantive  brief  a  statement 
explaining  why  oral  argument  should  be 
|)ermitled.  The  Environmental  Ajipeals 
Board  will  apply  a  presumjition  against 
oral  argument  in  BSD  or  otlier  new 
source  permit  apjieals.  The 
ICnvironmental  Ajqieals  Board  may,  by 
order,  e.stahlish  additional  procedures 
governing  any  oral  argument  before  the 
Environmental  Apjieals  Board. 

(i)  Filing  and  sendca  reqniwinanls. 
Docannents  filed  under  this  section, 
including  the  petition  for  review,  must 
he  filed  with  tlie  Clerk  of  the 
Environmental  Ajipeals  Board.  A 
document  is  filed  when  it  is  received  by 
the  Clerk  of  the  Environmental  Ajijieals 
Board  at  the  addre.ss  sjiecified  for  the 
a]i])ro])riate  method  of  deliverv  as 
jirovided  in  jiaragrajih  (iK2)  of  this 
.section. 

(1)  Caption  and  oiliar  filing 
iv(]uirainants.  Everv  document  filed 
with  the  Environmental  Ajijieals  Board 
mu.st  sjiecifically  identify  in  the  cajition 
the  jiermit  ajijilicant,  the  jiermitted 
facility,  and  the  jiermit  nnmlier.  All 
documents  that  are  filed  must  he  signed 
by  the  jierson  filing  the  documents  or 
the  rejiresentative  of  the  jierson  filing 
the  documents.  Each  filing  must  also 
indicate  the  signer's  name,  address,  and 
telejihone  nundier,  as  well  as  an  email 
address,  and  facsimile  number,  if  any. 

(2)  Method  of  filing.  Unless  otherwi.se 
jiermitted  under  these  rules,  documents 
mu.st  he  filed  either  elet:tronically.  by 
mail,  or  by  hand  deliverv.  In  addition, 

a  motion  or  a  resjionse  to  a  motion  may 
he  sulimitted  by  facsimile  if  the 
.sulimi.ssion  contains  no  attachments. 
Ujion  filing  a  motion  or  resjionse  to  a 
motion  by  facsimile,  the  sender  mu.st, 
within  one  tiusine.ss  day,  sulimit  the 
original  copy  to  the  Clerk  of  the 
Environmental  Ajijieals  Board  either 
electronically,  by  mail,  or  by  hand- 
(hdiverv. 

(i)  Electronic  filing.  Documents  that 
are  filed  electronically  mu.st  he 
submitted  using  the  Environmental 
Ajijieals  Board’s  electronic  filing 
.system,  subject  to  any  ajijirojiriate 
conditions  and  limitations  imjiosed  by 
order  of  the  Environmental  Ajijieals 
Board.  All  documents  filed 
electronically  must  include  the  full 
name  of  the  jier.son  filing  below  the 


signature  tine.  Comjiliance  with 
f]nvironmental  Ajijieals  Board 
electronic  filing  requirements 
con.stitutes  comjiliance  with  ajijilicalile 
signature  requirements. 

(ii)  Filing  hv  U.S.  Mail.  Documents 
that  are  sent  by  U.S.  Postal  Service 
(excejil  by  U.S.  Exjiress  Mail)  mu.st  he 
sent  to  the  official  mailing  address  of 
the  Clerk  of  the  Environmental  Ajijieals 
Board  at:  U.S.  Environmental  Protection 
Agency.  Environmental  Ajijieals  Board, 
1200  Pennsylvania  Avenue  NVV.,  Mail 
Code  1103M,  Washington,  Dti  20400- 
0001.  The  original  and  two  cojiies  of 
each  document  mu.st  he  filed.  The 
Jierson  filing  the  docnments  must 
include  a  cover  letter  to  the  Clerk  of  the 
Environmental  Ajijieals  Board  clearly 
identifying  the  documents  that  are  being 
submitted,  the  name  of  the  jiarty  on 
whose  behalf  the  doiaiments  are  being 
submitted,  as  well  as  the  name  of  the 
Jierson  filing  the  documents,  his  or  her 
address,  telejihone  numlier  and,  if 
available,  fax  numlier  and  email 
addre.ss. 

(iii)  Filing  bv  hand  deliveiy. 
Documents  delivered  by  hand  or  courier 
(including  deliveries  by  U.S.  Exjiress 
Mail)  mu.st  hi;  delivered  to  the  (ilerk  of 
the  Environmental  Ajijieals  Board  at: 
U.S.  Environmental  Protection  y\gency. 
Environmental  Ajijieals  Board,  El’A  East 
Building.  1201  Constitution  Avenue 
NW..  Room  3.334,  Washington,  DC, 

2()()()4.  The  original  and  two  cojiies  of 
each  dot;ument  must  he  filed.  The 
Jierson  filing  the  documents  mu.st 
include  a  cover  letter  to  the  Clerk  of  the 
Environmental  Ajijieals  Board  clearly 
identifying  the  documents  being 
submitted,  the  name  of  the  jiarty  on 
whose  behalf  the  documents  are  being 
sulimitted,  as  well  as  the  name  of  the 
Jierson  filing  the  documents,  his  or  her 
address,  telejihone  numlier  and,  if 
available,  fax  number  and  email 
addre.ss. 

(3)  Service  recpiireinents.  Petitioner 
must  .serve  the  jietition  for  review  on  the 
Regional  Admini.strator  and  the  jiermit 
ajijilicant  (if  the  ajijilicant  is  not  the 
jietitioner).  Once  an  ajijieal  is  docketed, 
every  document  filed  with  the 
Environmental  Ajijieals  Board  must  he 
served  on  all  other  jiarties.  Service  mu.st 
he  by  first  cla.ss  mail,  or  by  any  reliable 
commercial  deliverv  service,  lljion 
agnumient  by  the  jiarties,  service  may  he 
made  by  facsimile  or  electronic  means. 

(4)  Proof  of  sendee.  A  certificate  of 
servic:e  must  Im;  ajijiended  to  each 
document  filed  .stating  the  names  of 
jiersons  served,  the  date  and  manner  of 
service,  as  well  as  the  electronic, 
mailing,  or  hand  deliverv  address,  or 
facsimile  numlier,  as  ajijirojiriate. 


(j)  Withdrawal  of  permit  or  portions  of 
permit  by  Regional  Administrator.  The 
Regional  Administrator,  at  any  time 
jirior  to  30  days  after  the  Regional 
Admini.strator  files  its  resjionse  to  the 
Jietition  for  review  under  jiaragrajih  (li) 
of  this  section,  may,  ujion  notification  to 
the  Environmental  Ajijieals  Board  and 
any  interested  jiarties,  withdraw  the 
Jiermit  and  jirejiare  a  new  draft  jiermit 
under  §  124.0  addressing  the  jiorlions  so 
withdrawn.  The  new  draft  jiermit  mu.st 
jiroceed  through  the  same  jirocess  of 
jiuhlic  comment  and  ojijiortunity  for  a 
jiuhlic  hearing  as  would  ajijily  to  any 
other  draft  jiermit  subject  to  this  jiart. 
Any  portions  of  the  jiermit  that  are  not 
withdrawn  and  that  are  not  stayed 
under  §  124.10(a)  continue  to  ajijily.  If 
the  Environmental  Ajijieals  Board  has 
held  oral  argument,  the  Regional 
Admini.strator  may  not  unilaterallv 
withdraw  the  jiermit.  hut  instead  must 
nujuest  that  the  Environmental  Ajijieals 
Board  grant  a  voluntary  remand  of  the 
Jiermit  or  any  jiortion  thereof. 

(k)  Petitioner  reejnest  for  dismissed  of 
petition.  Petitioner,  liv  motion,  mav 
request  to  have  the  Environmental 
Ajijieals  Board  dismi.ss  its  ajipeal.  The 
motion  must  lirieOy  state  the  reason  for 
its  request. 

(l)  Final  disposition  and  judicial 
review.  (1)  A  jietition  to  the 
Environmental  Ajijieals  Board  under 
jiaragrajih  (a)  of  this  section  is,  under  .5 
U.S.G.  704,  a  jirerecjuisite  to  .seeking 
judicial  review  of  the  final  agency 
action. 

(2)  For  jiurjioses  of  judicial  review 
under  the  ajijirojiriate  Act.  final  agenev 
action  on  a  RCRA.  UlC,  NPDES.  or  1\SD 
Jiermit  occurs  when  agency  review 
procedures  under  this  .section  are 
exhausted  and  the  Regional 
Administrator  subsequently  issues  a 
final  Jiermit  decision  under  this 
jiaragrajih.  A  final  jiermit  decision  must 
lie  issued  by  the  Regional 
Administrator: 

(i)  When  the  Environmental  Ajijieals 
Board  issues  notice  to  the  jiarties  that 
the  Jietition  for  review  has  been  denied: 

(ii)  When  the  Environmental  Ajijieals 
Board  issues  a  decision  on  the  merits  of 
the  ajijieal  and  the  decision  does  not 
include  a  remand  of  the  jiroceedings:  or 

(iii)  Ujion  the  comjiletion  of  remand 
proceedings  if  the  jiroceedings  are 
remanded,  unle.ss  the  Environmental 
Ajijieals  Board’s  remand  order 
sjiecifically  jirovides  that  ajijieal  of  the 
remand  decision  will  he  required  to 
exhau.st  administrative  remedies. 

(3)  The  Regional  Administrator  mu.st 
promptly  puhli.sh  notice  of  any  final 
agency  action  regarding  a  PSD  jiermit  in 
the  Federal  Register. 
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(in)  Motions  for  roconsidonit ion  or 
clarification.  Motions  to  reeonsider  or 
clarify  any  final  disposition  of  tin; 
Fnvironinental  Appeals  Hoard  must  be 
filed  within  10  days  after  service  of  that 
order.  Motions  for  reconsideration  must 
.set  forth  the  matters  claimed  to  have 
hium  erroneously  decided  and  the 
nature  of  the  alleged  errors.  Motions  for 
clarification  must  set  forth  with 
sjiecificity  the  portion  of  the  decision 
for  which  clarification  is  being  sought 
and  the  rea.son  clarification  is  nece.ssarv. 
Motions  for  reconsideration  or 
clarification  under  this  ])rovision  must 
he  directed  to.  and  decided  by.  the 
Fnvironmental  Ajipeals  Board.  Motions 
for  reconsideration  or  clarification 
directed  to  the  Admini.strator.  rather 
than  the  Environmental  Apjieals  Board, 
will  not  he  considered,  unless  such 
motion  relates  to  a  matter  that  the 
Environmental  Ajipeals  Board  has 
referred  to  the  Administrator  pursuant 
to  §  124.2  and  for  which  the 
Admini.strator  has  issued  the  final  order. 
A  motion  for  reconsideration  or 
clarification  does  not  stay  the  effective 
date  of  the  final  order  unless  the 
Environmental  Ajipeals  Board 
specifically  so  orders. 

(n)  Board  anthoritv.  In  exercising  its 
duties  and  responsibilities  under  this 
part,  the  I'invironmental  Apjieals  Board 
may  do  ail  acts  and  take  all  measures 
nece.ssarv  for  the  efficient,  fair,  and 
impartial  adjudication  of  issues  arising 
in  an  apjieal  under  this  part  including, 
hnt  not  limited  to.  imjiosing  jirocedural 
.sanctions  against  a  party  who,  without 
adeijuate  justification,  fails  or  refuses  to 
comply  with  this  part  or  an  order  of  the 
Environmental  Appeals  Board.  .Such 
sanctions  may  include  drawing  adver.se 
inferenc(!.s  against  a  jiarty.  striking  a 
party’s  pleadings  or  other  submissions 
from  the  record,  and  denying  any  or  all 
relief  sought  by  th(^  partv  in  the 
proceeding.  Additionally,  for  good 
cause,  the  Board  may  relax  or  susjiend 
the  filing  recpurements  jirescrihiul  by 
these  rules  or  Board  order. 

(o)  General  NPDBS  ijerinits.  (1) 

Btirsons  affected  by  an  NBDE.S  general 
permit  may  not  file  a  jxdition  under  this 
.section  or  othca  wi.se  challenge  the 
conditions  of  a  general  jiermit  in  further 
Agency  jiroceedings.  Instead,  th(;y  may 
do  either  of  the  following: 

(1)  (Challenge  the  general  ])ermit  by 
filing  an  action  in  court:  or 

(ii)  A|)])ly  for  an  individual  NBDES 
pminit  under  ??  122.21  as  authorized  in 
§  122.28  of  this  chajiter  and  may  then 
])(;tition  the  Environmental  Ajijieals 
Board  to  review  the  individual  jiermit  as 
jirovided  by  this  section. 

(2)  As  jirovided  in  §  122.28(h)(;i)  of 
this  chajiter,  any  interested  person  may 


also  petition  the  Director  to  recpiire  an 
individual  NBDE.S  permit  for  any 
discharger  eligible  for  authorization  to 
di.scharge  niulin'  an  NBDlvS  general 
permit. 

(]))  'I’he  linvironmental  Apjieals  Board 
also  may  decide  on  its  own  initiative  to 
review  any  condition  of  any  R(]RA.  IJKk 
NBDE.S.  or  B.SD  permit  decision  i.ssued 
under  this  jiart  for  which  review  is 
available  under  paragraph  (a)  of  this 
section.  The  Environmental  Appeals 
Board  must  act  under  this  paragraph 
within  30  davs  of  the  service  date  of 
notice  of  the  Regional  Administrator’s 
action. 

■  Baragraph  (h)(1)  of  124.00  is 

amended  by  removing  the  reference  to 
“§  124.10(f)”  in  the  first  sentence  and 
aiiding  in  its  place  124.1 0(k)(2)”. 

PART  270— EPA  ADMINISTERED 
PERMIT  PROGRAMS:  THE 
HAZARDOUS  WASTE  PERMIT 
PROGRAM 

■  0.  The  authority  citation  for  ])art  270 
continues  to  read  as  follows: 

Authority:  42  l)..S.{;.  tiOO.').  (><112.  (>924. 

()92."i.  (>927.  (>939.  and  (>974. 

■  7.  Baragra])h  (f)(3)  of  ^  270.42  is 
revi.sed  to  read  as  follows: 

§  270.42  Permit  modification  at  the  request 
of  permittee. 

*  *  *  3k  * 

(f)  *  *  * 

(3)  An  automatic  authorization  that 
goes  into  effect  under  paragrajih 
(h)((i)(iii)  or  (v)  of  this  section  may  he 
ajipeahul  under  the  permit  appeal 
procedures  of  40  (',FR  124.10:  however, 
the  permittee  may  continue  to  conduct 
the  activities  ]nir.suant  to  the  automatic 
authorization  unle.s.s  and  until  a  final 
determination  is  made  by  the 
Environmental  ApjKuds  Board  to  grant 
niview  and  remand  the  jiermit  decision. 

*  *  *  3k  * 

■  8.  Baragraph  (a)  of  270.1. 'i.'l  is  revi.sed 
to  read  as  follows: 

§  270.1 55  May  the  decision  to  approve  or 
deny  my  RAP  application  be 
administratively  appealed? 

(a)  Any  commenter  on  the  draft  RAB 
or  notice  of  intent  to  deny,  or  any 
j)artici])ant  in  any  jiuhlic  hearing(s)  on 
the  draft  RAB,  may  appeal  the  Director’s 
decision  to  approve  or  denv  vour  RAB 
a])])lication  to  EBA’s  Environmental 
A])j)eals  Board  under  §124.10  of  this 
chapter.  Any  person  who  did  not  file 
comments,  or  did  not  participate  in  any 
])uhlic  hearing(s)  on  the  draft  RAB,  mav 
petition  for  administrative  review  onlv 
to  the  extent  of  the  changes  from  the 
draft  to  the  final  RAB  decision.  Apjieals 
of  RABs  may  he  made  to  the  same  extent 


as  for  final  jiermit  decisions  under 
§124.1.5  of  this  chapt(!r  (ora  decision 
under  §270.20  to  deny  a  ])ermit  for  the 
active  life  of  a  RCRA  hazardous  waste 
management  facility  or  unit). 
***** 

il'K  Doc.  2()i;i-()i:il»  I’ilixl  l-24-i:);  HM.S  am| 

BILLING  CODE  6560-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  239  and  258 

[EP A-R01  -RCR A-201 2-0944;  FRL-9771  -7] 

Adequacy  of  Massachusetts  Municipal 
Solid  Waste  Landfill  Permit  Program 

AGENCY:  Environmental  Brotection 
Agency  (EBA). 

ACTION:  Direct  final  rule. 

SUMMARY:  This  action  a])])roves  a 
modification  to  Massachusetts’s 
a])))roved  municipal  solid  waste  landfill 
(M.SWLF)  program.  The  approved 
modification  allows  the  State  to  issue 
Re.search,  Development,  and 
Demonstration  (RD&D)  Bermits  to 
owners  and  o])erator.s  of  M.SWLF  in 
accordance  with  its  State  law.  On  March 
22,  2004, 1'iBA  issued  final  regulations 
allowing  re.search,  develo])ment.  and 
demonstration  (RD8iD)  ])ermits  to  he 
i.ssued  to  certain  municipal  solid  waste 
landfills  by  ajiproved  states.  On 
December  7,  2012  Mas.sachuscdts 
submitted  an  application  to  EBA  Region 
1  .seeking  Fedciral  a])])roval  of  its  RD&D 
recpiirements.  After  thorough  review 
I-IBA  Region  1  is  determining  that 
Massachusetts’s  RD&D  permit 
recpiirements  are  adecpiate  through  this 
direct  final  action. 

DATES:  This  determination  of  RD&D 
program  adecjuacy  for  Massachusetts 
will  become  effective  April  2.5,  2013 
without  further  notice  unle.ss  EBA 
nu'.eives  adverse  comments  on  or  before 
March  2(),  2013.  If  adverse  comments 
are  recenved,  EBA  will  review  the 
comments  and  jnihlish  another  Federal 
Register  document  responding  to  the 
comments  and  either  affirming  or 
revising  the  initial  decision. 

ADDRESSES:  Submit  vour  comments, 
identified  by  Docket  ID  No.  EBA-ROl- 
R(:RA-201  2-0044,  by  one  of  the 
following  methods: 

•  u’U’U'.regu/a//o;7.s'.gov;  Follow  the 
on-line  instructions  for  submitting 
comments. 

•  Email:  hsieli.jnivn@e})a.gov. 

•  Fax:  (017)  018-()040.  to  the 
attention  of  Juiyu  Hsieh. 

•  Mail:  juiyu  llsieh,  RC-RA  Waste 
Management  and  UST  .Section,  Office  of 
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Site  Reniodiation  and  Restoration 
(OSRR()7-l),  ERA  New  England— 

Region  1,  5  Rost  Office  S(]uare,  Suite 
100,  Boston,  MA  02100-3912. 

•  Hand  Dclivaiy  nr  (Jouriar:  Deliver 
your  comments  to  |niyn  llsicdi,  RCd^A 
Wa.ste  Management  and  IIST  Section, 
Office  of  .Site  Remediation  and 
Restoration  (OSRR07-1),  ERA  New 
iMigland — Region  1,  5  Rost  Office 
.S(|uare,  7th  floor,  Boston,  MA  02109- 
3912.  .Such  deliveries  are  oidy  acce])ted 
during  the  Office’s  normal  hours  of 
operation. 

Iiisiructions:  Identifv  vour  comments 
as  relating  to  Docket  ID  No.  ERA-ROl- 
RC:RA-201  2-0944.  ERA’s  policy  is  that 
all  comments  received  will  he  included 
in  the  public  docket  without  change  and 
may  he  made  available  online  at 
ivmv.regiiJations.gov,  including  any 
])ersonal  information  provided,  unless 
the  comment  includes  information 
claimed  to  he  Confidential  Business 
Information  (CBl)  or  claimed  to  he  other 
information  whose  disclosure  is 
restricted  by  statute.  Do  not  submit 
information  that  you  consider  to  he  CBl 
or  otherwise  ])rotecteil  thrc)ugh 
WWW. regiila1ions.gov  or  email.  The 
www.regalations.gov  Web  site  is  an 
“anonvnions  access”  sy.stem,  which 
means  ERA  will  m)t  know  your  identity 
or  contact  information  unless  you 
j)rovide  it  in  the  body  of  your  comment, 
if  von  send  an  email  comment  directlv 
to  ERA  without  going  through 
www.regaIations.gov,  your  email 
address  will  he  automatically  cajjtured 
and  included  as  part  of  the  comment 
that  is  placed  in  the  ijuhlic  docket  and 
made  available  on  the  Internet.  If  vou 
suhmit  an  electronic  comment,  ERA 
recommends  that  you  include  ytmr 
name  and  other  contact  information  in 
the  body  of  your  comment  and  with  any 
disk  or  CD-ROM  you  suhmit.  If  ERA 
cannot  read  your  comnnmt  due  to 
technical  difficidties  and  cannot  contact 
you  for  clarification,  ERA  may  not  he 
able  to  consider  your  comment. 
Electronic  files  .should  avoid  the  use  of 
sjjecial  characters,  any  form  of 
encrvj)tion,  and  he  free  of  any  defects  or 
viruses.  For  additional  information 
about  ERA’S  i)ul)lic  docket  visit  the  ERA 
Docket  Center  homepage  at  http:// 
www.ej)a.gov/epalioine/(Jocl<ets.htin. 

l)ocket:  KPA  has  established  a  docket 
for  this  action  under  Docket  ID  No. 
l'RA-R()l-RCRA-2()12-()‘)44.  All 
documents  in  the  docket  are  listed  on 
the  www.regaIations.gov  Web  site. 
Although  it  may  he  li.sted  in  the  index, 
some  information  might  not  he  publicly 
available,  e.g.,  CBl  or  other  information 
who.se  disclosure  is  restricted  hv  statute. 
Certain  other  material,  such  as 
copyrighted  material,  is  not  placed  on 


the  Internet  and  will  he  publicly 
available  only  in  hard  copy  form. 

Ruhlicly  available  docket  materials  are 
available  either  electronically  through 
www.regalations.gov  or  in  hard  copv  at 
the  ERA  Region  1  Eihrary,  .5  Rost  Office 
.Scpiare,  1st  floor,  Bo.ston,  MA  02109- 
3912;  hv  a|)j)ointment  only;  tel;  (017) 

91 8-1 990. 

FOR  FURTHER  INFORMATION  CONTACT: 

Juiyu  flsieh.  Remediation  and 
Re.storation  II  Branch  (Mail  (iode 
O.SRR07-1).  IJ..S.  ERA  Region  1.5  Rost 
Office  .S(juare.  Suite  100,  Bo.ston,  MA 
02109,  telephone;  (017)  918-1040, 
hsieh.jaiva@epa.gov. 

SUPPLEMENTARY  INFORMATION: 

A.  Baf:kground 

On  Marcli  22,  2004,  ERA  i.ssued  a 
final  rule  amending  the  municipal  solid 
waste  landfill  criteria  in  40  CFR  part 
258  to  allow  for  research,  development 
and  demon.stration  (RD8iD)  permits  (09 
ER  13242).  3'his  rule  allows  for 
variances  from  s])ecified  criteria  for  a 
limited  })eriod  of  time,  to  he 
imi)lemented  through  state-issued 
RD8jD  |)ermits.  RD&D  permits  are 
available  only  in  states  with  a])prov(;d 
M.SWEF  ])ermit  programs  that  have  been 
modified  to  incorjjorate  RD^iD  permit 
authority.  While  .States  are  not  recpnred 
to  seek  a])proval  to  allow  i)ermits  under 
this  new  provision,  tho.se  .States  that  are 
interested  in  providing  RD&D  permits  to 
owners  and  op(;rators  of  M.SWEEs  must 
seek  approval  from  ERA  before  issuing 
such  permits.  Approval  j)rocedures  for 
mnv  jjrovisions  of  40  CFR  jiart  258  are 
outlined  in  40  CFR  239.12. 

Ma.ssachusetts’s  M.SWEF  permit 
program  was  a])proved  on  Julv  5. 1995 
(00  FR  34982).  On  December  7.  2012, 
Massachu.setts  submitted  an  application 
to  ERA  Region  1  seeking  Federal 
approval  of  its  RD&D  jjroject  program  in 
conformance  with  Federal  Re()uirements 
at  40  CFR  258.4.  The  Mas.sachu.setts 
RD&D  program  utilizes  exi.sting  Stale 
regulations  at  310  C.M.R.  19.080  and 
310  C.M.R.  19.002,  which  allow  the 
.State  to  issue  variances,  and 
demon.stration  jiroject  j)ermits, 
resiiectively.  The  State  has  the  authority 
under  these  regulations  to  ensure  that 
all  federal  r(!(|uirement.s  are  met,  by 
limiting  the  variances  issued  to  tho.se 
that  are  federally  allowed,  and  by 
attaching  conditions  and  nMpnrements 
to  any  variances  and  jjermits  that  are 
issued  which  ensure  that  all  federal 
recjuirements  will  he  met.  The 
Massachu.setts  Department  of 
Environmental  Rrotection  has  entered 
into  a  Memorandum  of  Agreement  with 
the  ERA  in  which  it  has  committed  to 


always  exercise  its  authority  to  ensure 
that  all  federal  recjuirements  are  met. 

B.  Decision 

After  a  thorough  review.  ERA  is 
determining  that  the  Massachusetts 
RD^tD  permit  provisions  are  adequate  to 
coinplv  with  the  Federal  criteria  as  set 
out  in  40  CFR  258.4. 

C.  Statutory  and  Executive  Order 
Reviews 

This  action  aj)proves  State  solid  wa.ste 
nupnrements  pursuant  to  Resource 
Conversation  and  Recovery  Act  (RCRA) 
.Section  4005  and  imposes  no  Federal 
requirements.  Therefore,  this  ride 
comjilies  with  a|)plicahle  executive 
orders  and  statutory  provisions  as 
follows; 

1.  Executive  Order  12800;  Regulatorv 
Rlanning  Review — The  Office  of 
Management  and  Biuiget  has  exemjited 
this  action  from  its  review  under 
Executive  Order  12800; 

2.  Raperwork  Reduction  Act:  'Rhis 
action  does  not  impose  an  information 
collec:tion  burden  under  the  Rajierwork 
Reduction  Act; 

3.  Regulatorv  Flexibility  Act;  .Since 
this  action  will  not  add  anv 
re(|uirement.s  not  alreadv  imposed 
under  .State  law,  1  certifv  that  this  action 
will  not  have  a  significant  economic 
impact  on  a  substantial  numher  of  small 
entities; 

4.  Unfunded  Mandates  Reform  Act; 
Because  this  action  approves  pre¬ 
existing  requirement  under  .State  law 
and  does  not  impose  any  additional 
enforceable  duty  beyond  that  required 
by  State  law,  it  does  not  contain  any 
unfumled  mandate  or  significantly  or 
uniquely  affect  small  governments,  as 
described  in  the  Unfunded  Mandates 
Reform  Act; 

5.  Executive  Order  13132; 
h’ederalism — Executive  Order  13132 
does  not  ajiply  to  this  action  because 
this  action  will  not  have  federalism 
implications  (i.e.,  there  are  no 
substantial  direct  effects  on  States,  on 
the  relationshij)  between  the  national 
government  and  .States,  or  on  the 
distribution  of  power  and 
resjjonsihilities  between  Federal  and 
.State  governments): 

(i.  Executive  Order  13175: 
Oonsultation  and  (Coordination  with 
Indian  Tribal  Government.s — Executive 
Order  13175  does  not  apply  to  this 
action  because  it  will  not  have  Tribal 
implications  (i.e.,  there  are  no 
substantial  direct  effects  on  one  or  more 
Indian  'I’rihes,  on  the  relationshij) 
between  the  Federal  Government  and 
Indian  tribes,  or  on  the  distribution  of 
])ower  and  resj)onsil)ilities  between  the 
Imderal  Government  and  Indian  tribes); 
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7.  Executive  Order  13043:  Protection 
of  Children  from  Environmental  Health 
and  Safety  Risks — This  action  is  not 
subject  to  Executive  Order  13043 
iMican.se  it  is  not  economically 
signiilcant  and  it  is  not  based  on  healtli 
or  safety  risks: 

8.  Executive  Order  13211:  Actions 
That  Significantly  Affect  Energy  .Sui)])ly. 
Distribution,  or  Use:  This  action  is  not 
subject  to  Executive  Order  13211 
iMicau.se  it  is  not  a  significant  regulatory 
action  as  defined  in  Executive  Order 
12800; 

0.  National  Technology  Transfer 
Advancement  Act:  'fliis  provision 
directs  EPA  to  use  voluntary  consensus 
.standards  in  its  regulatory  activities 
imle.ss  to  do  .so  would  he  inconsistent 
with  apjilicahle  law  or  otherwise 
im])ractical)le.  Voluntary  consensus 
.standards  are  technical  standards  (e.g.. 
material  specifications,  te.st  methods, 
sampling  procedures,  and  business 
jiractices)  that  are  developed  or  adopted 
by  volnntarv  consensus  standards  and 
bodies.  EPA  approves  State  ])rograms  so 
long  as  the  .State  jirograms  adeijiiatelv 
meet  the  criteria  .set  out  in  40  CFR  jiart 
238.  It  would  he  inconsistent  with 
a|)plicahle  law  for  EPA.  in  its  review  of 
a  State  jirogram.  to  require  the  use  of 
any  jiarticular  voluntary  consensus 
standard  in  place  of  another  standard 
that  meets  the  40  (T'R  jiart  238  criteria. 
Thus,  the  National  Technologv  rransfer 
Advancement  Act  does  not  ajijilv  to  this 
action: 

10.  Congressional  Review  Act:  EPA 
will  submit  a  report  containing  this 
action  and  other  information  recpiired 
by  the  Congressional  Review  Act  (3 
U..S.(].  801  et  seq.)  to  the  U.S.  Senate, 
the  U..S.  Hon.se  of  Rejiresentatives.  and 
the  (Comptroller  Cieneral  of  the  United 
.States  j)rior  to  publication  in  the 
Federal  Register. 

List  of  Subjects 

40  CFIi  Pai1  239 

Environmental  j)rotection, 
Admini.strative  practice  and  j)rocednre. 
Intergovernmental  relations.  Waste 
treatment  and  disposal. 

■40  Cl'Ii  Pari  250 

Rej)orting  and  r(!cordkee])ing 
r(!(|nirement.s.  Waste  treatment  disposal. 
Water  pollution  control. 

Authority:  This  action  is  issued  under  lln; 
authority  of  s(!Ction  2()l)2.  4()().3  and  4()ll)(c;) 
of  tln!  Solid  Waste  Dis])osal  Act.  as  aineiuhul. 
42  IJ.S.C.  0912.  094.3  and  0?)49(a). 


Dated;  January  4.  2013. 

Ira  W.  Leighton. 

Acting  Itcgional  Adininistrntor.  EPA  New 
England,  itegion  1. 

II  K  tide.  20i;Mn4:t.'>  filed  1-24-i:i;  ft;4.')  am| 
BILLING  CODE  6560-50-P 


40  CFR  Part  52 

[EP A-R03-OAR-201 2-061 0;  FRL-9770-6] 

Approval  and  Promulgation  of  Air 
Quality  Implementation  Plans; 

Maryland;  Reasonably  Available 
Control  Technology  Requirements  for 
Volatile  Organic  Compounds 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTION:  f’inal  rule. 

SUMMARY:  EPA  is  ajtproving  a  .State 
lm])lementation  Plan  (.SIP)  revision 
submitted  by  the  .State  of  Maryland. 
The.se  revisions  pertain  to  the  adoption 
of  various  te.st  methods,  calculations 
methods,  work  ])ractice  standards  and 
exemjttions  which  make  Maryland 
Department  of  the  ICnvironment  (MDE) 
regulations  inon;  consistent  with  EPA’s 
Control  Techniques  (hiichdines  ((CT(Cs) 
for  seven  source  categories.  These 
categories  are:  Pajier.  film,  and  foil 
coatings;  indu.strial  cleaning  solvetits; 
miscellaneous  metal  and  plastic  ])art.s 
coatings;  large  aj)])liance  coatings;  offset 
lithographic  jjrinting  and  letterpress 
printing;  flat  wood  jianeling  coatings: 
and  llexihle  package  printing.  EPA  is 
aj)])roving  the.se  revisions  to  reduce 
volatile  organic  comj)onnd  (V()(J) 
emissions  from  these  seven  categories 
which  will  help  Maryland  attain  and 
maintain  the  National  Ambient  Air 
Quality  .Standards  (NAAQ.S)  for  ozone 
in  accordance  with  the  reejuirements  of 
the  Clean  Air  Ac;t  (CAA). 

DATES:  'I’liis  final  rule  is  effective  on 
February  23,  2013. 

ADDRESSES:  EPy\  has  estahli.shed  a 
docket  for  this  action  under  Docket  ID 
Number  EPA-EPA-R03-()AR-201 2- 
0010.  All  documents  in  the  docket  are 
listed  in  the  n  iviv. rngiilalions. gov  W’nh 
site.  Although  li.sted  in  the  electronic 
docket,  some  information  is  not  jjuhlicly 
available,  i.e.,  coididential  business 
information  (C13I)  or  other  information 
whose  disclosure  is  re.stricted  by  statute. 
(Jerlain  other  material,  such  as 
coj)yrighted  material,  is  not  placed  on 
the  Internet  and  will  he  jjuhlicly 
available  only  in  hard  copy  form. 
Publicly  available  ilocket  materials  are 
available  either  electronically  through 
WWW. roguldt ions.gov  or  in  hard  copy  for 


])ul)lic  inspec:tion  during  normal 
Inisiness  hours  at  the  Air  Protection 
Division.  l)..S.  Environmental  Protection 
Agency,  Region  111,  1(>3{)  Arch  .Street, 
Philadel])hia,  Pennsylvania  19103. 

(Jopies  of  the  .State  submittal  are 
available  at  the  Maryland  Department  of 
the  Environment,  1800  Washington 
Houlevard.  .Suite  703,  Baltimore, 
Maryland  21230. 

FOR  FURTHER  INFORMATION  CONTACT: 

(Christopher  Cripps.  (213)  814-2170,  or 
by  email  at  cn}}})s.christohoi'@op(i.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

On  October  23,  2012  (77  FR  04787), 
EPA  published  a  notice  of  proposed 
rulemaking  (NPR)  for  the  State  of 
Maryland.  The  NPR  projjosed  apjiroval 
of  riivisions  to  Maryland  regulations  for 
the  control  of  emissions  of  VOC  from 
s(!ven  c,ategories  of  sources  covered  by 
a  (CT(T  'I’he  .State  of  Maryland  submitted 
the  formal  .SIP  revision  (Revision  No. 
12-03)  on  April  4.  2012. 

II.  Summary  of  SIP  Revision 

On  A])ril  3.  2012.  EPA  received  a  .SIP 
revision  submittal  from  the  Maryland 
Department  of  the  Environment  (MDE) 
which  addres.sed  sources  of  VOO 
emissions  covered  by  EPA’s  (H'(C.s  for 
the  following  .seven  source  categories: 

(1)  Paper,  film,  and  foil  coatings;  (2) 
indu.strial  cleaning  solvents;  (3) 
miscellaneous  metal  iind  jdastic  parts 
coatings:  (4)  large  apjiliance  coatings;  (3) 
offset  lithogra])hic:  printing  and 
letteri)re.ss  printing;  (0)  flat  wood 
j)aneling  coatings;  and  (7)  flexible 
jiackage  ])rinting.  This  .SIP  revision 
submittal  included  amended  Regulation 
.04  “Testing  and  Monitoring”  under 
COMAR  20.11.01  “(jeneral 
Admini.strative  Provisions”  (COMAR 
20.11.01.04)  and  Regulation  .02 
“Ai)plicahility,  Determining 
Compliance.  Rejiorting  and  Ceneral 
Re(]uirements”  under  COMAR  2().11.19 
“Volatile  Organic  (Comj)ounds  from 
SjKicific  Proces.ses”  (COMAR 
20.11.19.02).  These  amendments  pertain 
to  the  adoption  of  various  test  methods, 
calculations  methods,  work  pnictice 
standards  and  exemjitions  which  make 
MDE’s  regulations  more  consistent  with 
EPA’s  C-T(3s  for  these  .seven  source 
categories. 

An  explanation  of  the  CAA’s 
rea.sonahly  available  control  technology 
(RACT)  recjiiirements  for  the  1997  8- 
honr  ozone  NAAQ.S  as  they  apply  to 
Maryland,  the  sjtecific  details  of  the 
amendments  to  COMAR  2(i.l  1 .01 .04 
and  COMAR  20.11.19.02  and  EPA’s 
rationale  for  approving  this  .SIP  revision 
were  provided  in  the  NPR  and  will  not 
he  r(!stat(!d  here. 


ENVIRONMENTAL  PROTECTION 
AGENCY 
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Only  one  set  of Coniinents  was 
rec:eived  during  the  c:onunent  ])eriod 
established  by  EPA’s  October  23,  2012 
NPR.  A  sinnniary  of' the  coininent  and 
EPA’s  res])onse  is  provided  in  Section 
III  of  this  docuinent. 

III.  Summary  of  Public  (fommeni  and 
EPA  Ktisponse 

rbese  connnents  su))])orted  a])])roving 
into  the  SIP  MDE  amendments  to 
COMAR  20.11.01.04  and  COMAR 
20.11.19.02. 

Common/ ; 

In  sum,  the  comments  stated  that 
these  revisions  to  the  Maryland  SIP 
controlling  VOti  emissions  from  these 
.seven  different  industries  should  he 
approved.  The  commenter  agrees  with 
all  the  amendments  and  .stated  that  the 
“EPA  should,  without  question,  approve 
all  of  them.  The  amendments  made  to 
COMAR  by  the  MDE  only  make  the  7 
indn.stries  safer  and  iijidate  their 
]iractices  with  VOC,  to  he  more  in 
accordance  with  EPA's  ujidated  CTC  for 
them  under  the  CAA.” 

Response: 

EPA  aj)preciates  the  .su|)port  for  this 
atlion. 

IV.  Final  Action 

EPA  is  approving  as  a  revision  to  the 
Marvland  .SIP  the  amendments  to 
COMAR  29.11.01.04  and  COMAR 
20.11.19.02  pertaining  to  the  adoption 
of  various  te.st  methods,  calculations 
methods,  work  practice  .standards  and 
exemptions  for  seven  (HXi  source 
categories. 

V.  Statutory  and  Executive  Order 
Review.s 

A.  Requirements 

Under  the  CAA,  the  Administrator  is 
nupiired  to  approve  a  .SIP  submission 
that  complies  with  the  provisions  of  the 
CAA  and  applicable  Federal  regulations. 
42  U.S.C.  741 0(k);  40  CFR  52.02(a). 
Thus,  in  reviewing  .SIP  submissions, 
EPA’s  role  is  to  a])))rove  .state  choices, 
provided  that  they  meet  the  criteria  of 
the  CAA.  Accordingly,  this  action 
merely  a])])roves  state  law  as  meeting 
Federal  ixuiuirements  and  does  not 
impose  additional  reejuirements  beyond 
those  imposed  by  state  law.  For  that 
reason,  this  action: 

•  Is  not  a  “significant  regulatorv 
action”  subject  to  review  by  the  Office 
of  Management  and  Budget  under 


Executive  Order  12800  (58  FR  51735, 
Octoh(!r  4,  1993); 

•  Does  not  impose  an  information 
collection  burden  under  the  provisions 
of  the  Paperwork  Reduction  Act  (44 
U.S.C.  3501  et  seq.); 

•  Is  certified  as  not  having  a 
significant  economic  im])act  on  a 
substantial  nnmher  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U..S.C.  001  el  seq.y, 

•  Does  not  contain  any  imfnnded 
mandate  or  significantly  or  nni(|uely 
affect  small  governments,  as  de.scrihed 
in  the  Unfunded  Mandates  Reform  Act 
of  1995  (Pul).  L.  104-4): 

•  Does  not  have  Federalism 
imj)lications  as  specified  in  Executive 
Order  13132  (04  FR  43255,  August  10, 
1999): 

•  Is  not  an  economically  significant 
regidatory  action  based  on  health  c)r 
safetv  risks  .subject  to  Executive  Order 
13045  (02  FR  19885,  April  23.  1997): 

•  Is  not  a  significant  regulatory  action 
subject  to  Executive  Order  13211  (00  FR 
28355,  May  22,  2001): 

•  Is  not  subject  to  requirements  of 
.Section  12(d)  of  the  National 
Technology  Transfer  and  Advancement 
Act  of  1995  (15  U..S.C.  272  note)  hecau.se 
application  oftho.se  reejuirements  would 
he  inconsistent  with  the  CAA;  and 

•  Does  not  j)rovide  EPA  with  the 
discretionary  authority  to  address,  as 
a])])ro])riate,  disj)ro|)ortionate  human 
health  or  environmental  effects,  using 
|)racticahle  ami  legally  j)ermis.sihle 
methods,  under  Executive  Order  12898 
(59  FR  7029,  Fehruarv  10.  1994). 

In  addition,  this  rule  does  not  have 
tribal  im])lication.s  as  s])ecified  hv 
Executive  Order  13175  (05  FR  07249. 
November  9,  2000).  because  the  SIP  is 
not  ai)})roved  to  a])j)ly  in  Indian  country 
located  in  the  state,  and  EPA  notes  that 
it  will  not  imj)ose  substantial  direct 
costs  on  tribal  governments  or  j)reemj)t 
tribal  law. 

R.  Sul)mission  to  Congress  and  the 
Comptroller  Cenerul 

The  Congressional  Review  Act,  5 
U.S.C.  801  et  se(j.,  as  added  by  the  Small 
Busine.ss  Regulatory  Enforcement 
Fairness  Act  of  1990,  generally  j)rovide.s 
that  before  a  rule  may  take  effect,  the 
agency  j)romulgating  the  rule  must 
submit  a  rule  re])ort,  which  includes  a 
co])y  of  the  rule,  to  each  House  of  the 
(Congress  and  to  the  Comj)troller  Ceneral 
of  the  United  States.  EPA  will  submit  a 
rej)ort  containing  this  action  and  other 


required  information  to  the  U.S.  .Senate, 
the  U..S.  House  of  Rej)resentatives,  and 
the  Comjitroller  Ceneral  of  the  United 
.States  j)rior  to  ])ut)lication  of  the  rule  in 
the  Federal  Register.  A  major  rule 
cannot  take  effect  until  00  (lavs  after  it 
is  |)ul)lished  in  the  Federal  Register. 

This  action  is  not  a  “major  rule”  as 
defined  by  5  U..S.(',.  804(2). 

C.  Petitions  for  Judicial  Review 

Under  .section  307(1))(1)  of  the  ('.AA, 
])etition.s  for  judicial  review  of  this 
action  must  he  filed  in  the  United  .States 
(iourt  of  A])])eals  for  the  aj)j)ro|)riate 
circuit  by  March  20,  2013.  Filing  a 
j)etilion  for  reconsideration  by  the 
Administrator  of  this  final  rule  does  not 
affect  the  finality  of  this  action  for  the 
|)urj)o.se.s  of  judicial  review  nor  does  it 
extend  the  time  within  which  a  j)etition 
for  judicial  review  may  he  filed,  and 
.shall  not  i)ostj)one  the  effectiveness  of 
such  rule  or  action.  This  action 
concerning  Maryland’s  adoj)tion  of 
various  test  methods,  calculations 
methods,  work  |)ractice  .standards  and 
exemj)tion.s  in  accordance  with  CTGs 
for  VCIC  RAUT  may  not  he  challenged 
later  in  |)roceeding.s  to  enforce  its 
recjiurements.  (.See  section  307(1))(2).) 

List  of  Subjects  in  40  (iFR  Part  32 

Environmental  |)rotection.  Air 
])olhition  control.  Incorjioration  by 
reference.  Intergovernmental  relations. 
Ozone.  Rej)orting  and  recordkee])ing 
requirements.  Volatile  organic 
com])ound.s. 

Daled;  DecemlHir  19.  2012. 

W.C.  Early, 

Acting  Regional  Administrator,  Region  III. 

40  CFR  j)art  52  is  amended  as  follows: 

PART  52— APPROVAL  AND 
PROMULGATION  OF 
IMPLEMENTATION  PLANS 

■  1 .  The  authority  citation  for  |)art  52 
continues  to  read  as  follows: 

Authority:  42  If.S.C;.  7401  et  seq. 

Subpart  V — Maryland 

■  2.  In  52.1070,  the  table  in  j)aragraj)h 
(c)  is  amended  hv  revising  the  entries 
for  COMAR  20.11.01.04  and  20.11.19.02 
to  read  as  follows: 

§52.1070  Identification  of  plan. 

*  *  ★  *  ★ 
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Code  of  Maryland 
administrative 
regulations  (COMAR) 
citation 

Title/subject 

State  effective 
date 

EPA  approval  date 

Additional 

explanation/ 

citation  at  40  CFR  52.1 100 

26.11.01 

General  Administrative  Provisions 

26.11.01.04  . 

Testing  and  Monitoring  . 

3/5/12 

1/25/13  [Insert  page  number 
where  the  document  begins]. 

Amended  section  04C. 

26.11.19  Volatile  Organic  Compounds  From  Specific  Processes 

26.11.19.02  . 

Applicability,  Determining  Com¬ 
pliance,  Reporting,  and  Gen¬ 
eral  Requirements. 

3/5/12 

1/25/13  [Insert  page  number 
where  the  document  begins]. 

Amended  sections  .02D,  .02E, 
.02G  and  .021. 

* 

* 

* 

* 

* 

H'R  Uf)(,.  2(n3-(HI8:«»  Filiid  1-24-1 8;  «;4r)  ami 
BILLING  CODE  6560-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 

[EPA-R01-OAR-2009-0433;  EPA-R01- 
OAR-2012-0149;  A-1-FRL-9754-6] 

Approval  and  Promulgation  of  Air 
Quality  Implementation  Plans; 
Massachusetts  and  New  Hampshire; 
Enhanced  Motor  Vehicle  Inspection 
and  Maintenance  Program 

AGENCY:  Knvironinental  Protection 
Agency  (Fl^A). 

ACTION:  Direct  final  rule. 

SUMMARY:  FPA  is  ajiproviiig  State 
Inipleinentation  Plan  (SIP)  revisions 
submitted  by  the  (ioniinonwealth  of 
Ma.ssacluisetts  and  the  State  of  New 
Ilanijishire.  These  revisions  include 
regulations  to  update  the  enhanced 
motor  vehicle  inspection  and 
maintenance  (I/M)  jirograms  in 
Massachusetts  and  New  Hampshire.  The 
revised  jirograms  in  Massachusetts  and 
New  Hamjishire  include  a  test  and 
rejiair  network  for  an  on-hoard 
diagnostic  (()BD2)  testing  jirogram  for 
model  year  lUtHi  and  newer  vehicles. 

The  intended  effect  of  this  action  is  to 
ajijirove  the  revised  jirograms  into  the 
Ma.ssachu.setts  and  New  Hamjishire 
Sll^s.  This  action  is  being  taken  in 
accordance  with  the  Clean  Air  Ai;t. 
DATES:  'Phis  direct  final  rule  will  he 
effective  March  2(i.  2013,  unle.ss  FPA 
receives  adverse  comments  by  February 
25,  2013.  If  adverse  comments  are 


received.  KPA  will  jiuhlisli  a  timely 
withdrawal  of  the  direct  final  rule  in  the 
Federal  Register  informing  the  jinhlic 
that  the  rule  will  not  take  effect. 
ADDRESSES:  .Suhmil  your  comments, 
identified  hv  Docket  ID  Nnmher  FPA— 
R01-()AR-2009-0433  for  comments 
jiertaining  to  our  ajijiroval  action  for 
Mas.sachu.setts  or  KPA— ROl— OAR-2012— 
0149  for  comments  jiertaining  to  our 
ajijiroval  action  for  New  Hamjishire  hv 
one  of  the  following  methods: 

1.  \v\v\v.iv}>iil(itions.^nv:  VoWow  the 
on-line  instructions  for  submitting 
comments. 

2.  Enuiil:  avnold.anntMepa.f^ov. 

3.  Fax:  (017)  918-0047. 

4.  .V/u//;  “Docket  Identification 
Nnmher  EPA-ROl -OAR-2009-0433  or 
KPA-ROl -OAR-201 2-01 49,”  Anne 
Arnold,  U.S.  Environmental  Protection 
Agency,  El’A  New  England  Regional 
Office,  Office  of  Ecosystem  Protection, 
Air  Quality  Planning  Unit,  5  Post  Office 
.S(jnare — Suite  100,  (Mail  code  OEl’0,5- 
2),  Boston,  MA  02109-3912. 

5.  Hand  D(divary  or  Couriar.  Deliver 
your  comments  to:  Anne  Arnold, 
Manager,  Air  Quality  Planning  Unit. 
Office  of  Eco.system  ITotection,  U..S. 
Environmental  i’rotection  Agencv,  El^A 
New  England  Regional  Office,  Office  of 
Ecosystem  I’rotection,  Air  Quality 
Planning  Unit,  5  Post  Office  S(juare — 
.Suite  100,  (Mail  code  OEP05-2),  Boston, 
MA  02109-3912.  .Such  didiveries  are 
only  accej)ted  during  the  Regional 
Office’s  normal  hours  of  ojjeration.  The 
Regional  Office’s  off  icial  hours  of 
business  are  Monday  through  Friday, 
8:30  to  4:30,  ext:luding  legal  holidays. 

Instructions:  Direct  your  comments  to 
Docket  ID  No.  E1’A-R6i-OAR-2009- 
0433  for  comments  j)ertaining  to  onr 


aj)j)roval  action  for  Ma.ssacluisetts  or 
EPA-ROl  -OAR-201 2-01 49  for 
comments  jiertaining  to  our  ajijiroval 
action  for  New  Hamjishire.  EPA’s  jiolicy 
is  that  all  comments  received  will  he 
included  in  the  jiuhlic  docket  without 
change  and  may  he  made  available 
online  at  www. rcgidations.gov, 
including  any  jier.sonal  information 
jirovided,  unless  the  comment  includes 
information  claimed  to  he  Confidential 
Business  Information  (CBl)  or  other 
information  whose  disclosure  is 
restricted  hv  statute.  Do  not  submit 
through  WWW. rcgiilations.gov,  or  email, 
information  that  you  consider  to  he  (331 
or  otherwise  jirotected.  The 
www.rcgulations.gov  VVh;h  site  is  an 
“anonymous  acce.ss”  system,  which 
means  EPA  will  not  know  your  identity 
or  contact  information  unless  you 
jirovide  it  in  the  body  of  your  comment, 
if  you  send  an  email  comment  directly 
to  EPA  without  going  through 
www.rcgulations.gov  your  email  address 
will  he  automatically  cajjtured  and 
included  as  j)art  of  the  comment  that  is 
jjiaced  in  the  j)uhlic  docket  and  made 
available  on  the  Internet.  If  you  submit 
an  electronic  comment,  EPA 
recommends  that  you  include  your 
name  and  other  contact  information  in 
the  body  of  yonr  comment  and  with  any 
disk  or  CD-ROM  you  submit.  If  El^A 
cannot  read  your  comment  due  to 
technical  difficulties  and  cannot  contact 
yon  for  clarification,  EPA  may  not  he 
able  to  consider  your  comment. 
Electronic  files  should  avoid  the  use  of 
sjiecial  characters,  any  form  of 
encrvj)tion,  and  he  free  of  any  defects  or 
viruses. 

Docket:  All  documents  in  the 
electronic  docket  are  listed  in  the 
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\v\v\v.r(i<’iiI(itions.<’ov  index.  Although 
listed  in  the  index,  some  information  is 
not  ])uhli(:ly  available,  i.e.,  CBl  or  other 
information  whose  disclosure  is 
r(!.stri(:t(;d  hy  statute.  Certain  other 
material,  such  as  copyrighted  material, 
is  not  i)laced  on  the  Internet  and  will  he 
publicly  available  only  in  hard  copy 
form.  Ihihlicly  available  docket 
materials  are  available  either 
electronically  in  mvw. ivgiila1ions.gov  or 
in  hard  copy  at  ()ffic:e  of  Ecosystem 
Frotection,  U..S.  Environmental 
Frotection  Agency,  EFA  New  England 
Regional  Office,  .5  Fost  Office  Scpiare — 
Suite  100,  Boston,  MA.  EFy\  recjuests 
that  if  at  all  po.ssible,  you  contact  the 
contact  li.sted  in  the  FOR  FURTHER 
INFORMATION  CONTACT  section  to 
.schedule  your  inspection.  The  Regional 
Office’s  official  hours  of  business  are 
Mondav  through  Friday,  8:30  to  4:30, 
excluding  legal  holidays. 

In  addition,  cojjies  of  the  state 
submittal  and  EFA’s  technii:al  support 
document  are  also  available  for  public 
inspection  during  normal  business 
hours,  by  a])pointment  at  the  respective 
.State  Air  Agency:  Division  of  Air 
Quality  Control,  Dej)artment  of 
Environmental  Frotection,  One  Winter 
.Street,  8th  Floor,  Boston,  MA  02108; 
and  Air  Resources  Division,  DejKirtment 
of  Environmental  .Services,  0  Hazen 
Drive,  F.O.  Box  0.5,  (ioncord.  Nil  03302- 
0005. 

FOR  FURTHER  INFORMATION  CONTACT: 

Ariel  Garcia,  Air  Quality  Flanning  Unit, 
l).,S.  Environmental  Frotection  Agency, 
EFA  New  England  Regional  Office,  5 
Fost  Office  Square,  Suite  100  (mail 
code:  OEF05-2),  Boston.  MA  02100- 
3012,  telephone  number  (017)  018- 
1000,  fax  number  (017)  018-0000,  email 
garcia.arivl@epa.gov. 

SUPPLEMENTARY  INFORMATION: 
riiroughout  this  document  whenever 
“we,”  “us,”  or  “our”  is  used,  we  mean 
EFA. 

Organization  of  this  document.  The 
following  outline  is  jjrovided  to  aid  in 
locating  information  in  this  preamble. 

I.  Background  and  Fnr])os{; 

II.  What  are  IIh;  ('.lean  Air  Act  recinirenunits 

for  1/M  i)rograins? 

III.  VVhal  are  the  ()B1J2  reciuireinents  and  how 

do  Massachns(!tls'  and  New  1  laini)shir(!'s 
programs  address  these  recpiirenumts? 

IV.  What  are  all  the  otlnn’  1/M  r(!gn!atory 

r(!(|niremenls  and  how  do  Massachnselts’ 
and  New  1  lainjjshini's  I/M  i)rograins 
salislv  these  rcupiirements? 

A.  Ap|)lical)ility 

B.  Enhanced  1/M  F(;rforinaiu;e  .Standard 

(’,.  Network  Ty])e  and  Frogram  Evaluation 

I).  Ade(]uate  Tools  and  Resources 

E.  Test  i‘’r(!quency  and  Convenience 

E.  Vehicle  Coverage 

C.  Test  Frocedures  and  .Standards 

1 1.  Test  l']c|uipinent 


1.  (.Quality  Control 

).  Waivers  and  Compliance;  via  Diagnostic 
lnsp(;ction 

K.  Motorist  (',om))lianc(;  Enldrc(;nu;nt 

I, .  Motorist  Com])liance  Eid'orcement 

Frogram  Oversight 

M.  Quality  Assurance; 

N.  Enl'e)re:e;me;nt  Against  Ce)ntr<ie:te)rs. 
.Stiitieens.  emel  lnspe;e:te)rs 

().  Datii  Ce)lle;e:tie)n,  Analysis,  anel  Ke;])e)rting 

F.  Inspe;e:le)r  Training  anel  Eie:e;nsing  e)r 
Ce;rlilie:iitie)n 

Q.  Fuhlie;  Inldrimitiem  anel  Ce)nsunu;r 
Fre)te;e:lie)n 

R.  Impreeving  Re;|)air  El'lee;tive;ne;ss 

S.  Ce)mpliane:e;  With  Re;e;all  Ne)tie:e;s 

T.  ()n-Re)ael  Teesting 

II.  Ce)ne:lueling  .State;me;nt 

V.  What  aelelitieniid  1/M  preegram  e:e)m|)e)ne;nls 

iire;  l)e;ing  suhmille;el  inle;  the;  .SlFs? 

VI.  Final  Ae:tiem 

VII.  Statute)ry  anel  Exe;e:ulive;  Orele;r  Re;vie;ws 

1.  Background  and  Purpose 

On  lime  1,  2009,  the  Commonwealth 
of  Massachusetts  submitted  a  formal 
revision  to  its  .State  Implementation 
Flan  (.SIF);  Mas.sachusetts  later  made  a 
minor  revision  to  that  .submittal  on 
Neivemher  30,  2009.'  On  November  17, 
2011,  the  .Sliite  of  New  Hampshire 
suhmilled  a  lormal  revision  to  its  .SIF. 
These  .SIF  revisions  include  regulatiems 
to  update  the  enhauc(;d  motor  vehicle 
insjiection  and  maintenance  (1/M) 
jnograms  in  Massachusetts  and  New 
Hanqishire.  EFA  is  approving 
Massachu.setts’  and  New  Hanqishire’s 
revi.sed  I/M  jirograms  hecau.si;  they  an; 
consistent  with  the  Cilean  Air  Act  (CiAA) 
1/M  requirements  and  EFA’s  1/M 
regulations,  and  will  strengthen  the  .SIF. 
Siiecifically,  the  Massachusetts  June  1, 
2009  .SIF  revision  int;ludes  amendments 
to  the  MassachiKsetts  regulations  310 
CMR  00.02  and  540  CMR  4.00,  and 
other  admini.strative  and  technical 
documentation  required  in  a  .SIF 
submittal  to  address  the  requirements 
for  the  imjilementation  of  the  motor 
vehicle  inspection  and  maintenance 
]n’ogram  in  Ma.ssachusetts.  'I’he  New 
llamjishire  November  17,  2011  .SIF 
revision  includes  amendments  to  the 
New  Hampshire  ri;gulations  .Saf-C  3200 
and  .Saf-G  5800,  and  other 
admini.strative  and  technical 
documentation  reipured  in  a  .SIF 
submittal  to  address  the  requirements 
for  the  imjilementation  of  the  motor 
vehicle  insjiection  and  maintenance 
jirogram  in  New  Hamjishire. 


'  Tho  N()V(;nil)(;i’ :{().  2(10(1  r(;vi.si()ii  n;|)liu:(;cl  (hi; 
C()|)V  of  Ihi;  Kogistrv  of  Motor  Vohiclo.s  n;guhition 
.'j40  CMR  4.00.  inchidod  ii.s  Appi;ndi\  ;i  of  tiu;  )im(; 
1.  200(1  .SIF  suhinitlid.  with  a  copy  .stamped  hv  llu; 
.Socrolarv  of  .Slate. 


II.  Whal  are  the  Clean  Air  Act 
requirements  fur  I/M  programs? 

The  GAA,  42  IJ.S.G.  7401,  et  seq., 
retiuires  certain  states  to  implement  an 
enhanced  I/M  program  to  detect 
gasoline-fueled  motor  vehicles  which 
emit  excessive  amounts  of  certain  tiir 
pollutimts.  The  enhtmeed  1/M  jirogrtim 
is  intended  to  help  stales  meet  federal 
health-based  national  ambient  air 
(luality  .standards  (NAAQ.S)  for  ozone 
and  carbon  monoxide  hy  reiiuiring 
vehicles  with  excess  emissions  lo  have 
their  emi.ssions  control  systems 
repaired.  Section  182  of  the  (iAA 
requires  I/M  jirograms  in  those  areas  of 
the  nation  that  are  most  impacted  hy 
carbon  monoxide  and  ozone  pollution. 
42  II.S.G.  7511c.  .Section  184  of  the  GAA 
also  created  an  “Gzone  Transport 
Region”  (QTR)  and  includes  1/M 
requirements  for  that  region.  The  OTR 
geograjihically  includes  the  states  from 
Virginiii  to  Maine  (including  all  of 
Massachusetts  and  New  Hampshire)  tmd 
the  District  of  Golumhia  Cionsolidated 
Metropolitan  .Stali.stical  Area.  In 
addition.  EFA  inomulgated  1/M 
regulations  at  40  GFR  part  51  .Snhpart  .S. 
Depending  on  the  .severity  of  an  artta’s 
nonattainment  classification  and/or 
geographic  location  within  the  OTR, 
EFA’s  regnlation  under  40  GFR  51.350 
outlines  the  a])pro])riate  motor  vehicle 
I/M  retpurements. 

As  a  result  of  having  areas  designated 
nonattainment  for  the  1997  8-hour 
ozone  NAAQS  (see  40  (iER  81.322  for 
Ma.ssachusetts  and  40  GFR  81.330  for 
New  Hanqishire),  and  hy  virtue  of  their 
inclusion  in  the  OTR.  Massachusetts 
and  New  Hampshire  have  imjilementttd 
.statewide  enhanced  vehicle  emi.ssions 
testing  programs.  Both  states  have 
operated  a  vehicle  testing  jirogram,  in 
.some  fashion,  since  1999. 

In  1999,  as  part  of  its  comprehensive 
plan  to  improve  the  .state’s  air  iiuality, 
Ma.ssachusetts  implemented  an 
enhanced  1/M  program.  The 
Masscichusetts  1/M  jirogram  was  fir.st 
apjiroved  into  the  .SIF  on  November  15. 
2000  (05  FR  08898)  as  a  limited 
aj)j)roval  and  .SIF  strengthening 
measure.  EFA’s  November  15,  2000 
ruleimiking  de.scrihes  the  limited 
approval  and  the  sujiplemental 
information  needed  in  order  for 
Massachusetts’  jirogram  to  he  fully 
approved  and  meet  the  I/M 
reipnrements  of  the  C.AA.  The 
previously  .SlF-approved  Ma.ssachusetts 
1/M  ])rogram  consisted  of  a 
decentralized  test  and  rejiair  network, 
with  minimal  test-only  facilities,  which 
utilized  dynamometers  to  test  tailjiipe 
emissions  on  model  year  1984  and 
newer  vehicles.  Under  this  program. 
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vehicles  were  due  for  (nui.ssions 
ins|)e(:tions  biennially.  Since  that  time, 
the  program  has  been  modified  in  a 
mmiher  of  ways.  In  2004,  Massachn.setts 
imjjlemented  0151)2  testing  of  mo(h;l 
year  lt)0(i  and  newer  vehicles.  Most 
notable  amongst  all  of  Massachusetts' 

I/M  program  changes  was  the  shift  to  an 
“()15D2-testing  only”  1/M  program, 
which  occurred  on  October  1. 2008.  As 
of  October  1. 2008,  tailpipe  testing 
conducted  on  a  (lynann)meter  ceased, 
the  frequency  for  emi.ssions  insj)ections 
on  vehichis  changed  from  biennial  to 
annual,  and  vehicles  1.5  model  vears  old 
and  older  are  exempt  from  emissions 
le.sting. 

The  New  Hamjjshin!  1/M  program  was 
first  approved  into  the  SIR  on  Jannarv 
10.  2001  (00  FR  1808)  as  a  SIP 
.strengthening  measure.  The  Jannarv  10. 
2001  SIP  approval  discn.sses  the 
tlexihility  granted  to  New  Hampshire  for 
im])lementing  an  1/M  program  ha.sed  on 
New  Hampshire  meeting  the  1-honr 
ozone  NAAQS.  This  SlP-a])])roved  New 
Hamj)shire  1/M  program  consi.sted  of  an 
‘‘anti-tamj)ering''  j)rogram,  a  visual 
check  for  proper  connection  of 
emissions  control  com|)on(!nts,  and  the 
commitment  for  a  .statewide 
implementation  of  ()I5I)2  testing  on 
vehicles  recpiired  to  he  ecpiipped  with 
0131)2  vehicle  monitoring  systems. 

Since  that  time,  the  New  Ham])shire 
I/M  program  has  evolved  into  a  robust 
decentral izcul  I/M  program  consisting  of 
a  test  and  rcipair  mitwork  which 
includes  ()I3I)2  testing  of  model  year 
l‘)9(i  ami  newer  vehicles.  New 
Hamj).shire  continues  to  ojjerate  an  anti¬ 
tampering  j)rogram  on  vehicles  iq)  to  20 
years  old  that  are  not  subject  to  an 
f)I3D2  inspection. 

III.  What  are  the  ()BD2  requirements 
and  how  do  Massachusetts’  and  New 
Hampshire's  programs  address  these 
requirements? 

On  April  5,  2001,  KPA  |)nhlished  in 
the  Federal  Register  ‘‘Amendments  to 
Vehicle  Inspection  and  Maintenance 
Program  Requirements  Incorporating  the 
On-13oard  Diagnostics  (iheck”  (00  FR 
18150).  The  revised  I/M  rule  re(inir(!s 
that  electronic  checks  of  the  013D2 
.system  on  model  year  1990  and  newer 
OBD2-eqnij)ped  motor  vehicles  he 
conducted  as  part  of  states’  motor 
vehicle  1/M  programs.  0131)2  is  part  of 
the  sophi.sticated  vehicle  i)owertrain 
management  system  and  is  designed  to 
detect  engine  and  transmi.ssion 
])rohl(;m.s  that  might  can.se  vehicle 
(iinissions  to  exceed  allowable  limits. 
0131)2  requirements  are  a  key  jjart  of  this 
rulemaking  action. 

The  OI3D2  systcmi  monitors  the  status 
of  up  to  11  emission  control  related 


subsystems  by  performing  either 
continm)n.s  or  pcaiodic  functional  tests 
of  specific  components  and  vehicle 
conditions.  The  first  thnu;  testing 
categoriias — inisfin!,  fuel  trim,  and 
com])rehen.siv(!  com])onent.s — are 
continuous,  while  the  remaining  eight 
only  run  after  a  certain  set  of  conditions 
has  t)(H!n  nust.  The  algorithms  for 
running  these  eight  ])eriodic  monitors 
are  nnitine  to  each  manufacturer  and 
involve  such  things  as  ambient 
temperature  as  well  as  driving 
conditions.  Most  vehicles  will  have  at 
least  five  of  the  eight  remaining 
monitors  (catalyst,  evaporative  system, 
oxygen  sensor,  heated  oxygen  sensor, 
and  exhaust  gas  recirculation  or  FGR 
system)  while  the  remaining  three  (air 
conditioning,  .secondary  air,  and  heated 
catalyst)  are  not  neces.sarily  a])|jlicahle 
to  all  vehicles.  When  a  vehicle  is 
scanned  at  an  ()13D2-I/M  test  site,  lhe.se 
monitors  can  appear  as  either  “Ready” 
(meaning  the  monitor  in  (inestion  has 
been  evaluated,  also  inlerchangeahlv 
appears  as  “Complete”  on  some 
vehicles),  “Not  Ready”  (meaning  the 
monitor  has  not  yet  been  evalnatcul,  also 
interchangeably  aj)j)ear.s  as  “Not 
Com])hite”  on  .some  vehichis),  or 
“Unsnpported”  (meaning  the  vehicle  is 
not  e{jnipped  with  the  component 
monitor  in  (piestion  and  the  monitor  is 
not  applicable).  The  monitors  that  are 
available  in  a  certain  vehicle’s  emission 
control  design  an;  referred  to  as  being 
“Snpported,”  and  only  supported 
monitors  need  to  In;  evalnat(;d  by  the 
vehicle’s  computer  to  ullimatelv  rec;eive 
a  “Ready”  or  “Not  Readv”  designation. 

The  (jBl)2  system  is  also  d(;,signed  to 
fully  evaluate  the  v(;hicle’.s  emissions 
control  sy.stem.  If  the  01302  .system 
detects  a  jirohlem  that  may  cause 
vehicle  emi.ssions  to  exceed  1.5  times 
the  F(;deral  Test  Procedure  (FTP) 
standards,  then  the  Malfunction 
Indicator  Light  (MIL)  is  illuminated.  Bv 
turning  on  the  MIL,  the  0131)2  .system 
notifies  the  vehicle  operator  that  an 
emissions-related  fault  has  he(;n 
detected  and  the  vehicle  .should  he 
repaired  as  soon  as  ])o.s.sihle,  thus 
r(;ducing  the  harmful  emissions 
contributed  by  that  vehicle. 

LPA’s  revised  01302  I/M  rule  applies 
to  those  areas  that  are  r(;(]uired  to 
implement  1/M  i)rogram.s  un(h;rthe 
CAA,  which  includes  Ma.ssachuselts 
and  New  Hampshire.  The  revi.s(;d  1/M 
])rogram.s  submitted  by  Massachu.setts, 
on  June  1, 2()()9.  and  New  Hampshire. 

1)11  November  17.  2011,  both  include 
OB02  te.sting  for  model  year  1990  and 
newer  vehicles. 

EPA’s  01302  program  reciuires  scan 
tool  e()uij)ment  to  read  the  vehicle’s 
built-in  conqjuter  sensors  in  model  year 


1990  and  newer  vehicles.  The  01302-1/ 

M  check  consists  of  two  tv])e.s  of 
examinations:  A  visual  check  of  the 
dashboard  disjjlav  function  and  status; 
and  an  electronic  examination  of  the 
01302  computer  it.self.  The  failure 
criteria  for  01302  te.sting  is  any 
Diagnostic  Trouble  Code  (OTC)  or 
combination  of  0T(is  that  result  in  the 
Mil.  to  he  commanded  on.  A  0T(i  is  a 
code  that  indicates  a  malfunction  in  an 
emission  control  sy.stem  or  comjxment 
which  may  cause  emissions  to  increase 
to  1 .5  times  the  limit  due  to  the 
malfunction.  Both  Massachu.setts  and 
New  Hampshire  have  incorporated  this 
01302  comi)onent  into  their  programs. 

If  the  01302  scan  reveals  OTCs  that 
have  not  commanded  the  MIL  on,  the 
motorist  .should  he  advised  of  the  issue, 
hut  the  vehicle  should  not  he  failed 
unless  other  non-OTC  ha.sed  failure 
criteria  have  been  met.  Vehicles  mav  fail 
an  inspection  if  the  vehicle  i:onnector  is 
missing,  tami)ered  with  or  otherwi.se 
inoperable,  if  the  MIL  is  commanded  on 
and  is  not  visually  illuminated,  and  if 
the  MIL  is  commanded  on  for  one  or 
more  OTCs  as  defined  in  the  .Soci(;tv  of 
Automotive  Engineering  (SAE)  J2()12 
guidance  doc:um(;nt,  and  EPA 
regulations. 

Vehich;s  are  rejected  from  te.sting  if 
the  scan  of  the  01302  .system  reveals  a 
“Not  Ready”  code  for  any  01302 
component.  EPA’s  final  inqdementation 
guidance  (“Performing  Onboard 
Diagnostic  System  Checks  as  Part  of  a 
Vehicle;  In.sp(;ction  and  Maintenance 
Program.”  EPA  42()-R-()l-()15.  June 
2001)  allows  states  the  flexibility  to 
])ermit  model  year  1998  to  2()()()  vehicles 
with  two  or  fewer  unset  r(;adine.ss 
codes,  and  model  year  2001  and  newer 
with  one;  unset  readine.ss  code  to 
com])h;te  an  OB02-I/M  in.spet:tion 
without  being  rejected.  Vehicles  wonhl 
.still  fail  if  the  MIL  was  commanded  on 
or  if  other  failure  criteria  were  met,  or 
he  rejected  from  inspection  if  three  or 
more  unset  readiness  cod(;.s  were 
encountered.  If  the  MIL  is  not 
commanded  to  he  illuminated  the 
vehicle  would  jjass  the  01302  inspection 
even  if  OTCis  are  present.  Massachusetts’ 
and  New  Hampshire’s  testing  programs 
are  consi.stent  with  the  EPA 
recommended  readiness  failure;  criteria. 
Ma.ssachusetts’  ]Mogram  regulations,  at 
31 0  CMR  80.02(1 2)(h),  and  New 
Ham]).shire’.s  program  regulations,  at 
.Saf-C;  3222.03,  reejnire  that  the  programs 
meet  the  01502  testing  reejuirements  and 
procedures  set  forth  in  40  (]FR  85.2222.- 


-Itolli  till!  Massiictiusolls  rii^iilnlion  at  :t1l)CMR 
l)().()2(12)(t))  and  Itu!  Now  llain|)sliiro  roKiitation  at 
.Saf-O  'S222.l):i  (liRiotty  c:it(!.  and  ttioroidro 
incnrpnrato  1)V  roloronco.  tlio  ldd(!ral  rogutation  at 
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EPA  l)elit!V(;s  that  for  an  013D2-1/M 
tost  ])r()grain  to  ho  most  offoctivo,  it 
sliould  1)0  dosignod  to  allow  for:  (1) 
Roal-timo  data  link  connootions  to  a 
eontralizod  tosting  datahaso;  (2)  (luality- 
conlrollod  input  of  vohiclo  and  ownor 
idontification  information;  and  (3) 
antomatod  gonoration  of  tost  ro])orts. 
Ma.ssaohnsotts  and  Now  llampshiro 
ha  VO  inoorporatod  thoso  OBD2  ])rogram 
olomonts  into  thoir  I/M  ])rograms. 

IV.  What  aro  all  the  other  1/M 
n'gulalory  requirements  and  how  do 
Massachusetts’  and  New  Hainiishire’s 
1/M  programs  satisfy  these 
requirements? 

A.  Applicabilitv 

The  SIP  doscrihos  in  detail  the  areas 
.subject  to  the  enhanced  1/M  SIP  revision 
and,  consistent  with  40  CFR  51.372, 
includes  the  legal  anthoritv  necessarv  to 
establish  j)rogram  boundaries.  The 
Ma.ssachusetts  I/M  regulations 
(“Massac;hn.setts  Motor  Vehicle 
Emissions  Inspection  and  Maintenance 
Program”  at  310  CMR  00.02  and 
“Annual  Safety  and  (iomhined  Safety 
and  Emissions  Ins])ection  of  All  Motor 
Vehicles,  Trailers,  Semi-trailers  and 
(ionverter  Dollies”  at  540  CMR  4.00) 
and  authorizing  legislation 
(Massachusetts  Statutes  at  M.C.L.  c.lll, 
.sec..  142M:  M.Ci.L.  c.2lA,  snhsec.  2(28) 
and  10;  M.C.L.  c.OO,  sec.  2,  7A.  7V,  7\V. 
and  31).  as  well  as  the  New  Hampshire 
I/M  regulations  (“Official  Motor  Vehicle 
Inspection  Requirements”  at  Saf-(i  3200) 
and  authorizing  legislation  (New 
Hampshire  Statutes  codified  at  RSA 
125— (];0,  200;0— h,  20.3;50— a,  200;1, 
200;l-a,  200;5.  200:59-1),  and  200:59-c). 
ensure  that  the  enham:ed  I/M  program 
he  implemented  statewide. 

li.  Enhanced  1/M  Perfonnance  Standard 

Today’s  rulemaking  discusses  the  I/M 
j)rograms  designed,  in  part,  to  meet  the 
enhanced  1/M  performance  standard  for 
ozone  precursors  causing  air  (jnality 
])rol)lems  in  Massachusetts  and  New 
Hampshire.  EPA’s  ))erformance  standard 
establishes  an  emi.ssion  reduction  target 
that  must  he  met  by  a  ])i()gram  in  order 
for  the  SIP  to  he  ap])roval)le.  The  1/M 
programs,  as  documented  in  the 
Massachusetts  and  New  Hampshire  SIP, 
must  meet  the  j)erformance  standard  in 
actual  operation,  with  provisions  for 
a])propriate  adjustments  if  the  standard 
is  not  met. 


40  C;i''K  8.'i.2222.  l'’or  purposes  of  IIk;  liutoral  .Sll’s, 
KI’A  intorprots  l)otli  rosutalioii.s  as  iiicorporalins  l)y 
rdoronci!  tlio  vorsioii  of  40  (I'R  HS.2222  as  most 
roconlly  amondofl  on  A|)nl  2001  (Ofi  I’R  18150), 
ralhorlhan  prospoctivolv  inoorporaliiig  anv  futuro 
clianoos  lo  40  CRR  85.2222. 


The  emissions  modeling  conducted  as 
part  of  the  performance  standard 
evaluation  in  the  1/M  SIP  submittals 
illustrates  that  the  new  Ma.ssachusetts 
and  New  Ham])shire  I/M  iirograms  are 
more  stringent  than  the  federallv 
retiuired  performance  standard,  and 
more  stringent  than  the  jirevious  1/M 
programs  approved  into  the  SIP.  Thus. 
l)oth  SIP  submittals  salisfv  the  anti- 
hacksliding  recjuirements  of  (iAA 
section  110(1). 

Both  Mas.sachn.setts’  and  New 
Hampshire’s  I/M  SIP  sidimittals  include 
the  ajipropriate  MOBILEO  vehicle 
emissions  modeling  demon.stration  •* 
considering  the  recjuired  jierforniance 
standard  and  the  actual  program  being 
imjilemented  statewide  in  each  state. 
Massachusetts’s  suhmittal  also  includes 
a  comjiari.son  to  the  previouslv  SIP- 
a))])roved  program  that  Massachusetts  is 
no  longer  imjilementing.  The  modeling 
runs  for  Ma.ssachusetts  included 
evaluations  of  2009  through  2012,  and 
an  out  year  of  2018  compliance  dates 
and  the  modeling  runs  for  New 
Hampshire  considered  evaluations  with 
2007,  2009,  and  an  out  year  of  2015 
compliance  dates.  Both  Massachu.setts 
and  New  Hamjishire  have  demonstrated 
that  reductions  from  the  updated 
jirogram  are  greater  than  those  achieved 
by  the  pre-existing  I/M  program  and  the 
EPy\  performance  standard.  'I’he 
MOBILEO  modeling  performed  hv 
Mas.sachn.setts  and  New  Hampshire 
reflects  the  fact  that  both  .states  conduct 
()BD2  te.sting  of  all  gasoline  powered 
model  year  1990  and  newer  vehicles. 
For  Ma.ssachusetts,  the  MOBILEO 
modeling  apj)ropriately  rellects  the  fact 
that  Massachu.setts  conducts  annual 
emissions  testing  on  vehicles  up  to  15 
years  old.  The  MOBILEO  modeling 
performed  by  New  Hampshire  also 
shows  that  the  State  operates  an  anti- 
tamj)ering  program  on  vehicles  up  to  20 
years  old  that  are  not  subject  to  OBD2 
te.sting.  However,  in  the  first  vear  of 
analysis  (2009  for  Ma.ssachusetts  and 
2007  for  New  Hampshire),  both 


■'.Sinco  Marcli  2.  2010.  RIGA'S  nH|iiiri!fl  mottol  for 
on-ro:icl  voliicti;  omissions  inoctolin”  in  .Sll’s  is  llio 
NtOlor  Voliicios  Rmi.ssions  .Sinuilator  (MOVK.S) 
modol.  (.Soo  75  RR  041  I:  Marc.li  2,  2010.)  'l  lio 
Massa<:luis(!lts  SIP  nn'ision  was  snlnnilloit  prior  to 
tlio  MOVK.S  roloaso  dato.  Ro>;ardin<>  tin;  Now 
1  lampsiiiro  .Sll’  rovision.  KI’A's  Marcli  2.  2010 
Notico  (75  041  1).  as  wi;ll  as  KPA's  gnidanco 

doiaiinont.  ''Policy  (tuidanco  on  tlio  llso  of 
M()VK.S2010  and  .Snlisoqnont  Minor  Revisions  for 
.State  linploinontation  Plan  Dovolopinont. 
'I'ransportation  Conforinity.  and  Other  Purposes" 
(i;PA-420-11-12-010).  allow  for  .SIPs  relyin”  on 
MOI{II,K(>.2  vehicle  emissions  modeling  lo  continue 
to  1)0  approvahle  where  significant  work  has  already 
occurred  using  llie  Mt)l!ll.K(i.2  model.  New 
llampsliire  conducted  tlie  veliicle  emissions 
modeling  using  M011II.K().2  prior  lo  the  release  of 
tlie  MOVKS  model,  and  signilicaiit  work  had  been 
conducleil  on  the  New  llampsliire  I/M  SIP  revision. 


Ma.ssachu.sett.s’  and  New  Hampshire’.s 
MOBILEB  analy.se.s  of  the  updated  1/M 
jirograms,  show  a  minimal  increa.se  in 
emissions.  The  minimal  emi.ssions 
increa.se  can  he  attributed  to  the 
limitations  of  the  MOBILEB  model. 
Vehicle  testing  re(|nirements  are 
included  in  310  CMR  BO. 02  for 
Massachn.setts  and  Saf-C  3200  for  New 
Hamp.shire,  and  details  of  meeting  the 
performance  standard  are  included  in 
section  2  of  the  narrative  of  each  state’s 
SIR  suhmittal. 

C.  Metwork  Type  and  Program 
Evalaation 

Under  the  CAA  and  EPA’s  I/M  rule, 
the  SIP  mu.st  include  a  description  of 
the  network  to  he  employed  and  the 
required  legal  authority.  Akso,  for 
enhanced  I/M  areas,  the  SIP  needs  to 
include  a  de.scrij)tion  of  the  evaluation 
schedule  and  jirotocol,  the  .sampling 
methodology,  the  data  collection  and 
analysis  system,  the  resources  and 
personnel  for  evaluation  and  related 
details  of  the  evaluation  program,  as 
well  as  the  legal  authority  establishing 
the  evaluation  program. 

Mas.sachn.setts’  and  New  Hampshire’s 
revised  programs  consist  of  a  test  and 
rejiair  I/M  network  program  design 
utilizing  contractors  to  manage  and 
over.see  the  in.sjiection  portion  of  the 
lirogram.  Both  states  have  implemented 
a  continuotis  ongoing  evaluation 
program  consistent  with  the  federal  1/M 
rule.  Both  states  commit  to  developing 
;md  suhmitting  the  annual  and  biennial 
rejiorts  de.scrihed  by  40  CP’R  51.3BB  and 
the  results  of  the  evaluation  ])rograms 
are  included  in  the  annual  and  biennial 
reports.  Both  Ma.ssachu.sett.s  and  New 
Hampshire  have  sufficient  legal 
authority  to  implement  this  contractor 
managed  jjrogram  in  concert  with  local 
inspection  stations  and  conduct  the 
program  evaluation,  as  necessary  to 
implement  1/M  consistent  with  federal 
reejuirements.  Details  of  the  network 
tyj)e  and  program  evaluation  are 
included  in  .section  3  of  each  .state's  SIP 
narrative. 

D.  Adeqnate  Tools  and  Hesoarces 

Under  the  CAA  and  EPA’s  1/M  rule, 
the  SIP  must  include  a  description  of 
the  resources  that  will  he  used  for 
program  operation  and  must  di.scu.ss 
how  the  performance  standard  will  he 
met,  including:  (1)  A  detailed  budget 
plan  describing  the  .source  of  funds  for 
personnel,  program  administration, 
Jirogram  enforcement,  jnirchase  of 
nece.ssary  e(|ui|)ment  (such  as  vehicles 
for  undercover  andils),  and  for  other 
requirements  di.scus.sed  throughout  the 
1/M  rule;  and  (2)  a  descrijition  of 
jiersonnel  resources,  the  numher  of 
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l«a  s(mnel  lUaUealed  1<>  evert  ami  <:o'  el  I  u  • 
imlitinB.  <lala  analysis.  |ii  oBiani  <• 

,„|n.inistralion,  entereemem.  ami  <  uir  11m  , 
noc.ossiuy  lunc.tions.  ami  tlio  tiainm}, 

'llll'IldiUlt  It)  OcU'.l)  flUK-tit)!!.  ^  ‘ 

Massacluisotts  and  Now  1  lainpslnro  u 

oporato  solf-l'uiulod  1/M  programs.  am 

Kovomio  Ironi  tho  insinHitum  loos 
charuod  to  motorists  is  usod  lor  all  x  ■ 

oxponsos  assooiatod  with  tho  - ' 

administration,  implomontation.  and  i  ^ 

aniorcomont  of  tho  1/M  programs.  Hoth  i  , 

Massachnsotts  and  Now  Hampslnro  n  - 

havo  adocp.ato  staff  dodioatoc  to  ovort  vol 

and  oovort  auditing,  data  ,  j,. 

program  administration,  onlorc.oim.nt  i 

!,nd  othor  nooossary  program  fnno  urns. 
Sootion  4  of  oaoh  stato's  Ml’  nanativo.  to 

and  tho  attaohmonts  to  tho  Ml 

narrativos.  do.soriho  tho  hndgot.  s  ailing  > 
support,  and  oquipmont  noodod  to 
implomont  tho  programs. 

E.  Te^st  Froqiionf-T  find  Lonv'on/onco  q 

Dndor  El’A’s  I/M  rulo.  tho  SIP  must  tl 

inoludoa(lotailodto.stsohodulo.  1/ 

inoluding  tho  tost  voar  V  " 

if  tosting  is  othor  than  annual.  1  ho  Ml  a 
must  also  includo  tho  logal  aulhori  y  \ 

uooossarv  to  implomont  anil  onloroo  t  -  , 

tost  froipionov  roquiroinonl  and  oxplain  i 

how  tho  tost  froqnonoy  will  ho 

intogratod  with  tho  onloroomonl 

iiroc.oss.  In  addition,  in  onhant.od  1/M 
programs,  tho  SIP  noods  to  domonslralo 
tliat  tho  notwork  of  stations  providing 
tosting  sorvicos  is  snffioiont  to  onsnro 
customor  oonvonionoo  by  providing 
short  waiting  timos  lor  a  tost,  and  .sho 
driving  distanc.os  to  tho  lost  c.ontor. 

Tho  Massachnsotts  and  Now 
Hampslnro  SIP  rovisions  roipnro  annual 

inspo(:tions  for  all  suhjoct  motor 

vohiclos.  Massachnsotts  obtains  a  hluc- 
print”  of  tho  mnissions-rolatod 
componont  monitors  that  aro  availahlo. 
or  -‘supportod.”  on  a  particular  vohii.lc 
|,v  eraKluelins  an  inilial 
a  new  vehicle  is  rt'B'''Bcre<l  T  n., 
print”  snapshot  is  oxtromoly  holpful  it 
tho  vohiclo  ovor  has  any  omissions- 
rolatod  issuos  in  tho  luturo  and  concorns 
ariso  about  which  monitors  of 

umissions-rolatod  compononls  should 

ho  oporaling  on  a  particular  vohiclo. 

Now  Hampshiro’s  SIP  rovision  roiiuiros 
tho  annual  tosting  of  vohiclos  ha.sod  on 
tho  vohiclo  ownor’s  month  ol  *”rth. 
Sodion  5  of  tho  SIP  narrativos  and  tho 
contracts  with  tho  1/M  program  vondors 
inchido  additional  intormalion  lor 
ensuring  convoniont  tosting  wait  timos 
and  convoniont  tosting  locations. 


F.  Vehicle  Coverage 

Undor  EPA’s  1/M  rulo.  tho  SIP  must 
includo  a  dotailod  doscription  ol  tho 

numlcer  and  tyi.es  of  vehiel.ee  ic,  he 

uovorod  by  tho  program,  and  a  plan  tor 


idontifving  suhjoct  vohiclos. 

vohiclos  that  aro  routinoly  oiioiatod  m  AUir 

IheareahuimaynoihereBisteredm.he 

aroa.  Also,  tho  SIP  must  includo  a  c.  cn 

doscription  of  anv  spoc.ial  oxomptions 

wiiich  will  ho  grantod  by  tho  program  loip 
and  an  ostimato  of  tho  ponamtap  and  coni 
numhor  of  vohiclos  grantod  such  mg 

axomptions.  Such  oxomptions  nood  to  Vc 

bo  accountod  for  in  tho  onmssion  Ma 

roduction  analysis.  In  addition,  tho  Sll  ht 

noods  to  inchido  logal  authority  e.oi 

nocossarv  to  implomont  and  onlorco  the  Ins 
vohiclo  covorago  roiiuiromont .  1 1  a 

Tho  Massachnsotts  and  Now  1^” 

t  lampshiro  1/M  programs  covor  all  light-  aut 
cUitv  vohiclos  and  light-duty  trucks  up  St. 
to  8.500  pounds  (iro.ss  Vohu.lo  W  cig  M. 

Rating  ((iVWR).  oiiorating  on  al  hml  M. 

tvpos.  as  roipiirod  by  tho  fodoial  1/M  Lu 

rulo  for  onhant;od  iirograins.  ro( 

Massachnsotts’  1/M  program  also  covors 
hoavv-ihitv  vohiclos  (hoavy-duty  homg 
thoso  vohiclos  with  a  GVWK  groator  bi 

than  8.500  pounds).  Now  1  lanqishn  o  s  ^i 
1/M  iirogram  doos  not  sot  roepnromonts  ,  j 

1  on  anv  hoavy-dnty  ga.s  vohiclos.  i; 

althi.ugh  hoavy-(hity  (hosol  yohicU-s 

with  a  CA^VVR  groator  than 
1  pounds  aro  snhjoct  to  roadsido  tosting 

roqiiiromonts  undor  Sal-(.  5800. 

Additional  information  on  tho  hoax  \ -  j 
duty  vohiclo  tosting  nupiiromonts  in  ^ 

Massachnsotts  and  Now  1  lampshiro  can  j 
0  ho  found  in  Soction  V  ol  this  rulomakmg  ^ 

notico.  .  - ,  1 

In  Massachnsotts  and  in  Ni.xx  ] 

Hampslnro.  light-duty  vohiclos  and 

•I  trm;ks  that  aro  inodol  yoar  1 000  and 
nowor.  oporating  on  a  Inol 
tliosol  fuol.  aro  suhjoct  to  an  ()13D2 
lal  inspection.  Both  states  roipnro  hght- 
dutv  diosol-fuolod  vohiclos  that  aio 
no-  model  voar  1 007  and  newer  to  undoi  go 
an  ()BD2  inspection.  Now  Hampshire 
o.  also  requires  vohiclos  up  to  20  years  old 
lo  to  ho  suhjoct  to  Now  1  lampshiro  s  ant i- 
ftor  tampering  program  il  such  vohiclos  a  . 

10-  not  suhjoct  to  an  ()BD2  in.spoction. 

if  Both  Massachusetts  and  Noxx 

Hampshire  exempt  special  classes  ot 
nrns  vohiclos  from  tho  omission  tosting 
programs,  including;  Vohiclos  oldoi 

Id  than  15  model  years  old  in 

Massachusetts  and  vohiclos  oldoi  than 
iros  20  model  years  old  in  Noxv  Hampslnro. 
ou  motorcvclos;  assomhlod  vohiclos 

roconstructod  vohiclos.  grey  maikot 
ho  vohiclos.-’  and  specialty  import  vohiclos. 
dors  as  appropriate;  and  vehicles  that  him- 
boon  issued  oxomptions  by  L 
uos  on  information  iirovidod  m  the  Ml 
submittals.  Massa(;husotts  and  Now 
Hanqishiro  havo  shoxvn  that  sm.h 
oxomptions  will  not  prevent  tho 
nst  programs  from  achieving  tho  El  A- 


rocpiirod  porfonnanc.o  standard. 

Additional  detail  siqiporting  this 
oonchision  was  included  m  section  8  ol 
each  state’s  SIB  narrative.  Eogal 
aiithoritv  for  the  vohic.lo  c.ovorago 
roiiuiromonts  in  Massac;husotts  are 
contained  in  tho  Ma.ssac.hnsotts  /M 
regulations  (‘‘Massachusetts  Motcii 
Vohiclo  Emissions  Inspoc.tion  .uu 
Maintenance  Brogram”  at  810  GMR 
(it)  02  and  “Annual  Saloty  and 
Gomhinod  Safety  and  Emissions 
Inspection  of  All  Motor  Vohic;los. 

Trailers.  Sonii-trailors  and  Gonvortor 

Dollies”  at  .540  GMR  4.00)  and  the 

authorizing  legislation 

Statutes  atM.G.L.  c.Tll  .  soi;.  142M 

M.G.L.  c.2lA.suhsoc.2(28)  amlK’- 

M.G.L.  c.OO.  soc.  2.  7A.  7V.  7V\  .  and  .3  )• 
Eogal  authority  for  tho  vohiclo  coverage 
rocpiiroinonts  in  Noxv  Hampshire  are 
contained  in  tho  Now  Haiiips  nro  I  M 
regulations  (“Official 

Insiioction  Requironionts  at  Saf-G  .1200) 
and  tho  authorizing 
Hampshire  Statutes  v.odihod  at  RSA 
125-('.‘0.  200;()-h.  2(i:3;5(i-a.  200;1 . 

ZOO  l-a.  200;5.  2(i0;59-h.  and  200;50-c). 


^  Cnn  MarkiVt  V.iluHns  hoins  viiliiHos 
iniiiniladlurwl  lor  use  in  a  toroign  cmmlry. 


C.  Test  Procedures  and  Standards 

Undor  EBA’s  1/M  rulo.  tho  SIB  must 
includo  a  doscription  of  each  tost 
,„,;cduro  usod.  Tho  MB  also  must 
inchido  tho  rulo.  ordinanco.  or  laxv 
doscrihing  and  ostahlishing  tho  tost 
proc.oduros.  'fho  Massachusetts  and 
Now  Hampshiro  1/M  SIB  revisions  and 
associated  rognlations  obligato  oa(, h 
state  to  iiorform  013132  tosting  on  all 
1998  and  noxvor  vohiclos.  in  a(;cordanco 
xvith  EBA  procodnros.  A  vohu;lo  xv  iu-h 
cannot  ho  tested  using  013D2.  due  to 
knoxvii  issuos  xvith  roadinoss  nionitois 
or  lack  of  olo(;tronic  coniniunu:ation. 
will  bo  suhjoct  to  alternativo  tost 
proc.oduros.  consisting  Br‘'"‘‘rdy  o  a 
Usual  hull)  cho(;k  to  on.suro  the  MIL  is 
not  illuminatod.  Both  Massac.husotts 
and  Noxv  Hampshiro’s  (3BD2  tosting 
procedures  aro  based  on  tho  tost  ing 

,:«,hnos«stal.lish«il,yi;PAIn;l.Bl> 

ri„,vv,Om',lasin40r,FR«r,.2222.1  oU,,ls 

of  tiio  tost  in-ocoduros  and  standauls  an. 
inclndod  oac.h  state’s  1/M  regulations 
and  in  .Section  7  of  each  state  s  Ml 
narrative. 

//.  'Pest  Equipment 

Under  EBA’s  1/M  rulo.  tho  SIB  must 

in(;hido  written  technical  sinKulications 
for  all  tost  equipment  usoal  in  tlio 
nrooram  and  address  each  ol  tho 

The  .specifications  must  dosc.i iho  the 
emission  analysis  process,  the  nocossary 
tost  ocniipinont.  tho  rocpiirod  loaturos. 
and  xvritton  at;coptanc.o  tosting  c.ritoiia 
and  procedures. 
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In  Massaidiusetts’  Juno  1, 2000 
submittal  and  Now  Ilam])shiro’s 
Novombor  17.  2011  siilmiittal.  Imth 
statos  provido  writton  (!(]ui])mont 
spooifications  as  oontainod  in  EPA’s 
final  iinploinontation  gnidanoo  and  tho 
ap])ondioos  of  EPA’s  1/M  rnlo.  Both  SIP 
submittals  and  thoir  a])])ondi(:os  addross 
tho  roqinromonts  in  4t)  C3‘’R  .51.358  and 
inoludo  do.soriptions  of  i)orforman(:o 
foaturos  and  functional  charactoristics  of 
tho  (:om])ntorizod  tost  sy.stoms.  Tho 
submittals  roforonco  40  CFR  Part  51  and 
85,  and  aro  consistont  with  tho 
proc:odur(!S  ontlinod  in  40  (iFR  85.2222 
and  EPA’s  final  implomontation 
guidanco.  Tho  nocossarv  tost  o{juii)niont, 
nujuirod  foaturos,  and  accoptanco 
tosting  critoria  aro  discussod  in  soction 
8  of  oach  .stato’s  SIP  narrativo. 

/.  QiidlUy  Control 

Undor  EPA’s  I/M  ndo,  tho  SIP  must 
inoludo  a  do.scription  of  (piality  control 
and  rocordkooping  ])rocodnros.  'Fho  .SIP 
also  miKst  includo  tho  j)rocodnros 
manual,  rnlo,  and  ordinanco  or  law 
doscrihing  and  ostahlishing  (jualitv 
control  procoduros  and  rocpiiromonts. 

Both  tlio  Mas.sachu.sotts  and  Now 
llampshiro  1/M  .SIP  narrativ(!s.  as  woll  as 
oach  state’s  program  contract,  contain 
do.scriptions  and  rocjniromonts 
(istahlishing  tho  (juality  control 
procoduros  in  accordanco  with  tho 
fiKloral  1/M  ndo  and  EPA’s  final 
implomontation  guidanco.  I’lioso 
ro(|niromonts  will  holp  onsuro  that 
oepupmont  calibrations  aro  pro]5orly 
porformod  and  rocordod  and  that  tho 
noco.ssary  complian{:o  docannont 
.soenrity  is  maintainod.  As  do.scrihod  in 
.section  9  of  oach  .state’s  SIP  narrativo, 
tho  Mas.sachu.sotts  and  Now  Hampshire 
.SlPs  comply  with  all  specifications  for 
(luality  control  .sot  forth  in  .Section 
51.359  and  Ajjpondix  A  of  tho  federal 
1/M  rule,  and  EPA’s  final 
implomontation  guidanco. 

/.  Wdivors  and  Coni})Iianco  via 
Diagnostic  Inspection 

Under  EPA’s  1/M  rule,  tho  .SIP  must 
includo  a  maximum  waiver  rate 
expressed  as  a  jjorcontago  of  initially 
failed  vehicles.  This  waiver  rate  is  used 
for  estimating  omi.ssion  reduction 
lumofits  in  tho  modeling  analysis. 
Corrective  action  must  ho  taken  if  tho 
waiver  rate  exceeds  that  o.stimatod  in 
tho  SIP,  or  a  .state  must  revise  its  .SIP  and 
claim  omi.ssion  reductions  accordingly. 
Tho  .SIP  also  must  doscriho  tho  waiver 
criteria  and  |)rocoduro.s.  including  cost 
limits,  quality  assurance  methods  and 
measures,  and  administration.  La.stly, 
tho  .SIP  must  include  tho  necessary  legal 
authority,  ordinanco(s),  or  rules  to  issue 
waivers,  sot  and  adjust  cost  limits  as 


roquinul,  and  carry  out  any  other 
functions  nocos.sary  to  administer  tho 
waiver  system,  including  enforcement 
of  the  waiver  provisions. 

(;ost  limits  for  the  minimum 
exjjonditnre  waivers  must  he  in 
accordance  with  the  CAA  and  the 
fedcnal  I/M  ride.  According  to  federal 
reciuirements,  expenditures  of  at  least 
.S45()  for  actual,  non-tampering  related 
repairs,  mu.st  he  spent  in  order  to 
(lualifv  for  a  waiver  in  an  enhanced 
I/M  program;  this  amount  shall  he 
adjusted  annually  according  to  changes 
in  the  Consumer  Price  Index  as 
specified  in  40  CFR  51.3(i()(a)(7). 
Massachu.setts  regulations  at  310  (]MR 
00.02(1 7)(c)(8)  allow  for  waivers  to  he 
issued  which  meet  minimum  rejiair 
expenditures  ranging  from  .$550  to  $750 
depending  on  the  vehicle  model  year. 
Mas.sachu.setts  intends  to  annnallv 
update  the  cost  to  receive  a  waiver  from 
the  emissions  testing  program  in 
accordance  with  federal  reipiirements. 
New  Hampshire  does  not  i.ssne 
conventional  repair  waivers.  However, 
an  economic  hardshiji  time  extension  as 
allowed  under  EPA’s  ride,  is  also 
allowed  in  the  Mas.sachu.setts  and  New 
Hampshire  programs.  Massachii.setts 
and  New  Ham|)shire  have  demonstrated 
that  thev  can  meet  the  enhanced  1/M 
performance  standard  testing  with  the 
current  program  design  in  each  state. 

The  Massachu.setts  and  New 
Hampshire  jirograms  include  waiver 
rates  of  1.0%  and  0.5%,  res]K;ctively.  of 
initially  failed  vehicles.  'I’he.se  waiver 
rates  are  ii.sed  in  the  modeling 
demonstration.  Ma.ssacluisetts’  and  New 
llamjishire’s  SIP  suhinittals  essentially 
commit  that,  if  the  waiver  rates 
determined  by  each  state’s  I/M  program 
rejiorts  are  higher  than  the 
aforementioned  waiver  rates  (1.0%  for 
Massachu.sett.s  and  0.5%  for  New 
Hanqishire),  the  state  will  take 
corrective  action  to  address  the 
deficiency.  Both  states’  .SlPs  de.scrihe 
the  types  of  waivers  that  will  he 
allowed,  minimum  exiienditure  waivers 
and/or  economic  hardship  time 
extensions.  These  i.ssnes  are  dealt  with 
in  a  manner  consistent  with  the  federal 
I/M  rule.  The  proper  criteria, 
procedures,  (piality  assurance  and 
administration  regarding  the  issuance  of 
waivers,  consistent  with  EPA’s  1/M  rule, 
will  he  ensured  by  each  state  and  their 
1/M  program  contractor  and  are  detailed 
in  .section  10  of  each  .state’s  .SIP 
narrative  and  the  state’s  regulations: 
Ma.s.sachu.setts  at  310  CMR  00.02(1 0} 
through  00.02(19}  and  New  Hamp.shire 
at  .Saf-C  3222.08. 


K.  Motorist  Compliance  Enforcement 

Under  EPA’s  1/M  rule,  the  .SIP  must 
provide  information  concerning 
motorist  enforcement,  including:  (1)  A 
description  of  the  existing  comjiliance 
mechanism  if  it  will  continue  to  he  used 
for  the  program,  and  the  demonstration 
that  it  is  as  effective,  or  more  effective, 
than  registration  denial  enforcement;  (2) 
an  identification  of  the  agencies 
responsible  for  performing  each  of  the 
ajiplicahle  activities  in  this  .section;  (3) 
a  de.scription  of,  and  accounting  for,  all 
cla.sses  of  exemjit  vehicles;  and  (4)  a 
description  of  the  plan  for  testing  Beet 
vehicles,  and  any  other  special  classes 
of  subject  vehicles,  such  as  those 
operated  (hut  not  necessarily  registered) 
in  the  program  area.  Also,  a  .SIP  must 
include  a  determination  of  the  current 
compliance  rate  ha.sed  on  a  studv  of  the 
.system  including  an  estimate  of 
compliance  losses  due  to  loophohxs. 
counterfeiting,  and  unregistered 
vehicles.  E.stimates  of  the  effect  of 
closing  such  loojiholes  and  otherwi.se 
improving  the  enforcement  mechanism 
mu.st  he  supjiorted  with  detailed 
analyses.  In  addition,  the  .SIP  needs  to 
include  the  legal  authority  to  implement 
and  enforce  the  program.  Lastlv,  the  .SIP 
inn.st  include  a  commitment  to  an 
enforcement  level  and  mininunn 
compliance  level  used  for  modeling 
juii’iKi.ses  and  to  he  maintained,  at  a 
mininnun,  in  practice. 

Mas.sachusetts  and  New  Ham])shire 
both  have  chosen  to  use  a  registration 
suspension  jirogram  which  suspends 
the  vehicle  registration  of  a  vehicle  that 
fails  to  meet  emission  testing 
requirements.  The  motori.st  compliance 
enforcement  program  will  he 
implemented  primarily  by  the  state 
agencies  charged  with  implementing  the 
I/M  program  in  their  respective  .statirs. 
However,  state  police  and  local  law 
enforcement  can  provide  citations  for 
vehicles  not  complying  with  the  I/M 
program.  The  enforcement  strategy  is 
de.scrihed  in  each  state’s  submittal.  The 
enforcement  strategy  is  designed  to 
ensure  a  high  rate  of  comjiliance.  Those 
not  receiving  the  emi.ssions  test  as 
.scheduled  will  he  .subject  to  fines  and 
late  jienalties,  and  also  will  have  their 
vehicle  registrations  snsjiended.  Both 
Massachusetts  and  New  Hamp.shire 
have  over  a  9(i  jiercent  jirogram 
comjiliance  rate  with  the  emissions 
insjiection  jirogram.  The  legal  authoritv 
to  imjilement  and  enforce  the  jirogram 
is  included  in  each  state’s  law  and  in 
the  state  agency  regulations  as 
suhmitted  in  the  resjiective  .SIP 
suhinittals.  (Mas.sachusetts  regulations 
at  540  UMR  4.07(4),  authority  at  MUL 
C.90,  .sec.  2  and  sec.  22;  New  llamjishire 
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authority  at  R.SA  2(i{):l.  RSA  2(i():5.  and 
R.SA  2(>:i:5()-a).  Additional  detail  of  the 
motorist  compliance  jaiforcement 
j)rogram  is  inclmhul  in  section  11  of 
(!ach  state’s  .SIP  narrative. 

h.  Motorist  Complionco  Knforconwnt 
Pro^nnu  ()vorsi}>ht 

Under  KPA’s  1/M  rule,  the  .SIP  must 
include  a  descri])tion  of  (niforcement 
j)rogram  oversight  and  information 
management  activities. 

The  Massachusetts  and  New 
Hampshire  1/M  SIP  revisions  provide  for 
regular  auditing  of  each  stale’s 
enforcement  program  and  adherence  to 
eflective  management  practices, 
including  adjustments  to  improve  the 
programs  when  necessary.  'I’htise 
program  oversight  and  information 
management  activities  are  described  in 
each  state’s  Sll’  narrative,  and  include  a 
descrij)lion  of  the  emissions  testing 
databases  of  each  state’s  programs  (the 
Automated  Licensing  and  Registration 
.System.  ALAR.S.  in  Massachus(;tts  and 
the  New  Hampshire  OHID  and  .Safety 
Testing,  NHO.ST,  program  te.sting  and 
rej)orling  system  in  New  Hampshire).  If 
a  vehicle  is  out  of  com])liance  with  the 
emissions  te.sting  requirement, 
registration  is  suspended.  Fach  slate’s 
.SIP  describes  the  j)rocedures  to  he 
followed  in  identifying  noncomplying 
vehicles,  along  with  ai)pro])riate  follow- 
u])  and  program  documentation  audits 
in  sections  11  and  12  of  their  .SIl’ 
narratives. 

M.  Quality  Assuruncu 

Under  Fl’A’s  I/M  rule,  the  .SIP  must 
incliuh;  a  descrijUion  of  the  (jualitv 
a.ssurance  j)rogram.  and  written 
])rocedure  manuals  covering  both  overt 
and  covert  |)erformance  audits,  record 
audits,  and  equipment  audits. 

The  lune  1,  2009  Ma.ssachusetts 
submittal  and  the  November  17,  2011 
New  Ham))shire  submittal  include  a 
de.scription  of  each  resj)ective  state’s 
(|uality  assurance  program.  The  quality 
a.ssurance  programs  will  include  overt 
and  covert  j)erformance  audits,  digital 
audits  on  station  and  ins])ector 
performance,  and  equi|)ment  audits. 

New  Hanqishire  does  not  currentlv  have 
an  official  covert  audit  program  that 
utilizes  vehicles  jire-set  to  jiass  or  fail  an 
emissions  test.  However,  New 
Ham|)shire  ])laces  emphasis  on 
.sophisticated  electronic  analy.ses  to 
evaluate  station  and  insjiector 
performance  by  identifying  anomalies 
and  irregularities;  law  enforcement 
officers  auditing  a  station  and/or 
inspector  that  has  been  identified  by  the 
digital  audit,  begin  by  essentially 
conducting  covert  visual  audits  and 
then  proceed  to  audit  that  stations  and 


certified  insjiectors  are  following  the 
inspection  re(|uirements.  Both 
Massachusetts  and  New  Hampshire 
cover  all  of  their  respective  program’s 
insjiection  stations  with  the 
implemented  (luality  as.iurance  plans 
and  conduct  overt  and/or  covert  audits, 
both  in  respon.se  to  customer  complaints 
and  as  targeted  follow-up.  Detailed 
(juality  a.s.suranc.e/()uality  control  (QA/ 

Q('.)  procedures  are  included  in  each 
state’s  .SIP  submittal  at  section  1.8  of  the 
SIP  narratives  and  in  the  inspection 
|)rogram  contract  agreements. 

iV.  Enfovcunwnt  Against  (Jontractors, 
Stations,  and  Inspectors 

Under  FPA’s  1/M  rule,  the  SIP  must 
include  a  penalty  .schedule  and  legal 
authority  for  e.stablishing  and  imiiosing 
])enalties.  civil  fines,  station  and 
ins])ector  license  susjjension,  and 
revocations.  In  the  c:ase  of  state 
constitutional  impediments  jjrecluding 
immediate  authoritv  to  suspend 
licenses,  each  .state’s  Attorney  General 
shall  furnish  an  official  opinion  within 
the  state’s  .SIP  explaining  the 
constitutional  im|)ediment  as  well  as 
relevant  case  law.  Each  state’s  .SIP  also 
must  descriht;  the  administrative  and 
judicial  procedures  and  responsibilities 
relevant  to  the  enforcement  ])rocess. 
including  the  agencies,  courts,  and 
jurisdictions  involved;  personnel  to 
j)r().secute  and  adjudicate  cases;  and 
other  aspects  of  the  (mforcement  of  the 
programs  reciuirements.  the  resources  to 
l)(i  allocated  to  the  enforcement 
function,  and  the  source  oftho.se  funds. 
In  states  that  are  without  imnuidiate 
suspension  authoritv,  the  .SIP  must 
demonstrate  that  sufficient  re.sources. 
per.sonnel,  and  systems  are  in  place  to 
me(;t  the  three-day  cas(i  management 
requirement  for  violations  that  directlv 
affect  emi.ssion  reductions. 

The  Ma.ssachus(;tts  and  New 
Hampshire  I/M  .SIP  revisions  include 
s|jecific  penalties  in  its  enforcement 
against  contractors,  stations,  and 
in.sj)ectors  in  accordance  with  the 
federal  I/M  rule.  Bastul  on  their  .SIP 
submittals  dated  |une  1, 2009  for 
Mas.sachu.selts  and  dated  November  17. 
201 1  for  New  Hamjjshin!,  each  state’s 
enforcement  j)rocedures  can  be  pursued 
through  contractual  or  regulatorv  action. 
Each  .state,  through  the  contract  that  it 
has  been  authorized  to  enter  into 
directly,  uncha'  MGL  c.111,  sec.  142M 
and  C.21  A,  sec.  10  for  Massachu.setts 
and  under  R.SA  200;0-b  for  N(!W 
Hamj)shire,  has  the  authority  to 
iinnKuliately  suspend  a  station  insj)ector 
for  violations  that  directly  affect 
(iinission  reduction  benefits  and  a 
variety  of  other  violations  of  jjrocedures. 
Details  on  enforcement  against 


contractors,  stations,  and  ins])ectors  are 
found  in  section  14  of  each  state’s  .SIP 
submittal  narrative. 

().  Data  (Collection.  Analysis,  and 
deporting 

Uiuhir  EPA’s  1/M  rule,  tbe  ,S1P  must 
describe  the  types  of  data  to  be 
coll(!ct(!d.  EPA’s  1/M  rule  also  recpiires 
that  the  .SIP  describi!  the  procedures  for 
data  analysis  and  reporting  to  allow  for 
monitoring  and  evaluation  of  the 
program. 

The  Massachusetts  and  New 
Ham]).shire  1/M  .SIP  revisions  ])rovide  for 
collecting  test  data  to  link  specific  tc;,st 
results  to  specific  vehicl(?s,  I/M  program 
registrants,  test  sitcis,  and  ins])ectors. 

The  tci.sl  data  and  ciuality  (;ontrol  data 
which  will  be  collected  are  describcxl  in 
.section  1,5  of  (;ac:h  .state’s  .SIP  narrative 
and  I/M  program  vendor  contract.  The 
data  will  be  used  to  generate  reports 
concerning  test  data,  (piality  assurance, 
(juality  control,  enforcennent,  as  well  as 
nece.ssary  changes  and  identified 
wciaknesses  in  the  programs.  Both 
Ma.ssachusetts  and  Nenv  Hain))shire 
have  also  committed  to  collecting  all 
data  ncicessary  for  cpiality  a.ssurance  and 
cadorcement  reports,  as  recpiircHl  bv 
.section  ,51.3(')(j  of  the  fedca  al  1/M  rule. 
Details  on  data  analysis  and  reporting 
are  found  in  .scjction  10  of  each  state’s 
.SIP  narrative. 

P.  Inspector  Training  and  Licensing  or 
(Certification 

Under  EPA’s  1/M  rule,  the  .SIP  must 
include  a  dcj.scription  of  the  training 
program,  the  writtcai  and  hands-on  tcists, 
and  the  licensing  or  ccatification 
procciss. 

The  I/M  SIP  submittals  from 
Ma.ssachusetts  and  Nenv  Hampshire 
provide  details  on  each  .state’s 
respective  inspector  training  ])rogram. 
Both  Massachusetts’  and  New 
Hampshire’s  1/M  .SIP  ])rovides  for 
implementation  of  training,  licensing, 
and  refresher  j)rograms  for  emi.ssion 
inspectors.  The  states’  SIP  and  their 
resjjective  insjjection  program  contract 
describe  the  inspector  training  j)rogram 
and  curricnlnm  including  written  and 
hands-on  te.sting.  All  inspectors  will  be 
nujuired  to  be  certified  to  inspect 
vehicles  in  their  .state’s  1/M  j)rograin. 
Further  details  of  the  Inspector  Training 
Program  are  included  in  section  17  of 
each  state’s  .SIP  narrative. 

Q.  Pnhiic  Information  and  (Consumer 
Protection 

Under  EPA’s  I/M  rule,  the  .SIP  must 
include  a  ])Ian  for  consumer  protection 
and  informing  the  public,  on  an  ongoing 
basis,  of  the  air  (juality  ])roblems,  the 
necul  for  and  benefits  of  a  motor  vcdiicle 
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insjMiction  jjrograni,  and  how  to  lind  a 
(jualified  rejjair  teclinician,  amongst 
other  information  related  to  the 
nuinireimmts  of  the  I/M  ])rogram. 

doth  Massaehnsetls  and  New 
llam])shire  have  im])lemented  a  wel) 
site  for  their  res])e(:tive  1/M  program. 

Fach  state’s  VVel)  site  is  designed  to 
])rovide  information  to  molori.sts,  the 
general  jnihlie,  inspectors,  and  repair 
technicians  nigarding  the  res|)ective 
state's  1/M  jn’ogram.  Both  Ma.ssachnsetls 
and  New  Ham]).shire  have  the  ability  to 
take  in  general  (piestions  and  concerns, 
both  via  a  telejihone  hotline  and 
electronically  via  the  Web  site,  and  have 
established  a  mechanism  by  which  a 
vehicle  owner  can  conte.st  the  results  of 
an  inspection.  Further  details  of  the 
public  information  and  consumer 
jjrotection  ])lans  are  included  in  section 

18  of  each  state’s  SIF  narrative  and  the 
program  c:ontrac:t. 

I{.  Improving  Hopair  Effnctivanoss 

Under  EFA’s  1/M  rule,  the  SIP  must 
include  a  description  of  the  technical 
assistance  ja-ogram  to  be  imjilemented, 
a  de.scri])tion  of  the  ])rocednres  and 
criteria  to  he;  used  in  meeting  the 
|)(!rformance  monitoring  retjuirements  of 
this  section  for  enhanced  1/M  programs, 
and  a  description  of  the  repair 
technician  training  resources  available 
in  the  c:onnnunity. 

In  Ma.ssachnsetts’  June  1. 2005)  and 
New  Hampshire’s  November  17.  2011 
submittals,  each  state  provided 
additional  detail  and  (hiscription  of  the 
technical  assistance,  performance 
monitoring,  and  repair  technician 
training  programs  to  be  implemented. 
Th(!  SIP  revisions,  as  detailed  in  section 

19  of  each  state’s  SIP  narrative,  provide 
for  regidarly  informing  repair  facilities 
about  changes  to  the  inspection 
program,  training  course  schedules, 
common  jiroblems,  and  jjotential 
solutions  for  jiarticular  engine  families, 
diagnostic  tips,  rej)airs,  and  other 
assistance  issues.  As  described  in  the 
states’  submittals,  Massachusetts  and 
New  Hampshire  have  also  ensured  that 
rejjair  technicians  may  utilize  the 
tele])hone  hotline,  or  the  elec;tronic 
impiiry  system  on  the  j)rogram  Web  site, 
with  any  repair  (piestions  or  concerns. 
Performance  monitoring  statistics  of 
rejiair  facilities  will  he  jnovided  to 
motorists  whose  vehicles  fail  the  1/M 
lest,  as  re(pured  in  enhanced  1/M  areas. 
The  states  have  committed  to  ensure 
that  adeipiate  rejiair  technician  training 
exi.sts  by  establishing  training  courses  at 
technical  schools  in  the  area. 

S.  Complionce;  With  RncnII  Notiens 
Under  EPA’s  1/M  rule,  the  SIP  must 
describe,  for  enhanced  1/M  programs. 


the  procedures  used  to  incorporate  the 
vehicle  recall  lists  jirovided  into  the 
in.s])ection  or  regi.stralion  databa.se,  the 
(piality  control  methods  used  to  insure 
that  recall  repairs  are  properly 
documented  and  tracked,  and  the 
method  (insjiection  failure  or 
regi.stration  denial)  used  to  enforce  the 
recall  riupiirements.  hiPA  has  not  yet 
e.stablished  a  computerized  database 
listing  all  recalled  vehicles. 

The  revised  Ma.ssachnsetts  and  New 
Hampshire  I/M  SlPs  will  ensure  that 
vehicles  subject  to  enhanced  1/M 
programs,  that  are  included  in  either  a 
voluntary  emi.ssion  recall  or  a  r(^medial 
plan  determination  pursuant  to  the 
CAA,  have  had  the  ajipropriate  repairs 
made  jnior  to  the  inspection.  As 
de.scrilied  in  .section  20  of  each  .state’s 
SIP  narrative,  the  .states  and  their 
contractors  will  implement  this 
ajjproach  when  EPA  databases  exist 
which  identify  vehicles  that  have  not 
com])leted  recall  repairs.  At  that  time, 
motori.sts  with  unresolved  recall  notices 
will  be  recpiired  to  show  proof  of 
compliance  or  will  be  denied  the 
ojiporlunity  fur  inspection. 

T.  On-Road  Tasting 

Under  the  CAA  and  EPA’s  I/M  rule, 
the  SIP  must  include  a  detailed 
de.scription  of  the  on-road  testing 
program  rtHpiired  in  enhanced  1/M 
areas,  including  the  types  of  testing,  test 
limits  and  criteria,  the  number  of 
vehicles  (the  percentage  of  the  fleet)  to 
be  tested,  the  number  of  emplovees  to 
be  dedicated  to  the  on-road  te.sting 
effort,  the  methods  for  collecting, 
analyzing,  utilizing,  and  rejiorting  the 
n^snlts  of  on-road  te.sting,  and  the 
portion  of  the  jirogram  budget  to  be 
dedicated  to  on-road  testing.  Also,  the 
SIP  must  include  the  legal  anthoritv 
necessary  to  imjilement  the  on-road 
testing  Jirogram.  including  the  authority 
to  enforce  off-cycle  in.s])ection  and 
repair  reejnirements.  In  addition, 
emission  reduction  credit  for  on-road 
testing  programs  can  only  he  granted  for 
a  Jirogram  designed  to  obtain  significant 
emi.ssion  reductions  over  and  aliove 
those  jiredicted  to  he  achieved  bv  other 
asjiects  of  the  1/M  jirogram.  The  SIP 
needs  to  include  technical  snjijiort  for 
the  claimed  additional  emission 
reductions. 

The  1/M  SlPs  submitted  on  )ime  1, 
2009  by  Massachusetts  and  on 
November  1 7,  201 1  by  New  1  lamjishire, 
include  a  descrijition  of  the  status  of  an 
on-road  te.sting  jirogram  in  section  21  of 
each  state’s  SIP  narrative. 
Mas.sachusetts’  and  New  Hamjishire’s 
SlPs  highlight  the  ability  for  each  state 
to  imjilement  jiilot  te.sting  of  remote 
emi.ssions  te.sting  technologies,  and  will 


imjilement  a  full  on-road  testing 
Jirogram  when  the  testing  technology  is 
demonstrated  to  be  reliable.  Neither 
Massachusetts  nor  New  Hamjishire 
included  additional  modeling  credit  for 
the  on-road  jiortion  of  their  state 
insjiection  jirograms  when 
demonstrating  that  EPA’s  jierformance 
.standard  was  met. 

IJ.  Concluding  Statement 

A  more  detailed  analysis  of  the 
Ma.ssachnsetts  and  New  Hamjishire 
submittals  and  how  they  meet  the 
federal  reejnirements  is  contained  in 
EPA’s  technical  snjijiort  document 
(TSD)  jirejiared  for  this  action.  The  TSD 
is  available  from  the  EPA  Regional 
Office  listed  above  and  in  the  docket  for 
this  action.  The  criteria  used  to  review 
the  submitted  SIP  revisions  are  based  on 
the  requirements  set  forth  in  .section  182 
of  the  CAA  and  in  the  federal  1/M 
regulations,  40  CFR  Part  .51  Subjiart  S. 
Based  on  these  reejnirements,  EPA 
develojied  a  detailed  1/M  ajijirovability 
checklist  to  he  used  nationallv  to 
determine  if  1/M  jirograms  meet  the 
reejnirements  of  tlie  CAA  and  the  federal 
1/M  rule.  The  checklist  states  the  federal 
reejnirements,  referenced  bv  .section  of 
the  rule,  and  whether  the  Massachusetts 
and  New  Hamjishire  jirograms  meet 
such  reejnirements.  This  checklist,  the 
CAA,  and  the  federal  1/M  regulation 
formed  the  basis  for  EPA’s  technical 
review.  EPA  h;i.s  reviewed  the 
Mas.sachusetts  and  New  Hamjishire  I/M 
SIP  revisions  submitted  to  EPA  using 
the  criteria  stated  above.  The 
Ma.ssachnsetts  and  New  Hamjishire 
regulations  and  accomjianving  materials 
contained  in  the  .SIP  submittals  from 
each  state  rejiresent  an  accejitahle  jilan 
to  comjily  with  the  I/M  requirements 
and  meet  all  the  criteria  required  for 
EPA  to  apjirove  the  SIP  submittals. 

EPA’s  review  of  the  materials  submitted 
indicates  that  Massachu.setts  and  New 
Hamjishire  ha\'e  revised  their  I/M 
Jirograms  in  accordance  with  the 
reejnirements  of  the  CAA,  40  CFR  Pen  t 
51,  and  all  of  EPA’s  technical 
reejnirements  for  em  ajijirovable  vehicle 
insjiection  and  maintenance  jirogram, 
including  OBD2. 

V.  What  additional  I/M  program 
comjionents  are  being  .submitted  into 
the  SlPs? 

The  1/M  SlPs  sulimitted  on  )une  1, 
2009  by  Massachusetts  and  on 
Novemher  17,  2011  by  New  Hamjishire, 
include  a  ele.scrijition  of  certain  vehicle 
testing  comjionent.s  that  have  been 
inceirjiorated  into  each  state’s  emissions 
testing  Jirogram,  which  are  not  currently 
covered  by  the  federal  I/M  rule.  In  this 
rulemaking,  EPA  is  approving  these 
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comjjononts  into  each  .state’s  resjjective 
SIP.  The  emissions  te.sting  recjiiirements, 
vehicle  coverage,  testing  fre(|nency,  and 
test  procedures  and  standards  discussed 
in  Section  V.  of  this  rulemaking  can  he 
found  at  310  CMR  00.02  and  .54t)  CMR 
4.00  for  Massachu.setts  and  .Saf-Ci  3200 
and  Saf-(1 .5800  for  New  Hampshire. 

Mas.sachn.setts  nujuires  iK)n-die.sel 
vehicles  that  are  model  year  2008  and 
iKiwcir,  with  a  (iVWR  greater  than  8.500 
pounds  and  less  than  or  e(]ual  to  14.000 
pounds,  to  he  subject  to  an  OBD2 
inspection.  Diesel  vehicdes  that  are 
model  year  2007  and  newer,  with  a 
(JYWR  greater  than  8.500  pounds  and 
le.ss  than  or  ecpial  to  14.000  j)onnds.  are 
subject  to  an  OBD2  inspection.  All 
(diesel  and  non-die.sel)  heavy-duty 
vehicles  with  a  (IVWR  greater  than 
14.000  pounds,  are  subject  to  an  ()BD2 
inspection  starting  with  model  year 
2010  vehicles  as  OBD  systems  are 
phased-in  and  retiuired  to  he  installed 
on  the  vehicles. 

Die.sel  vehicles  over  10.000  pounds 
f  iVWR  that  are  model  year  1984  and 
newer,  are  suhjetl  to  Ma.ssachnsetts’ 
annual  snap  acceleration  smoke  test,  the 
"o|)acitv”  test,  based  on  the  test 
sp(!cifi(!d  by  .SAF  11007.  In  addition. 
Massachusetts  also  conducts  roadside 
pullovers  of  die.sel  vehicles,  over  10.000 
pounds  CIVWR,  regi.stered  in  any  state  or 
country,  and  conducts  ojiacitv  testing 
on  all  vehicles  irrespective  of  age. 

Massachusetts  is  also  submitting 
revi.sed  testing  .standards,  for  the  ojjacitv 
te.sting  conduct eil  on  those  heavy-duty 
tliesel  vehicles  snhj(;ct  to  the 
Ma.ssachnsetts  oj)acity  test,  which  are 
more  stringent  than  those  previonslv 
aj)proved  into  the  Massachusetts  Sli\ 
The  revised  opacity  testing  standards  for 
Massachu.setts  are  included  at  310  CMR 
00.02(12).  Diesel  trucks  greater  than 
10.000  pounds  GYWR:  that  are  model 
year  1984  to  1990  mn.st  meet  an  oi)acity 
standard  of  40%  o|)acity  (previous 
.standard  was  55%  ojjacity):  that  are 
model  year  1991  to  1990  must  meet  an 
o])acity  standard  of  307o  opacitv 
(previous  standard  was  40%);  and  that 
are  model  year  1997  and  newer  mn.st 
meet  an  oj)acity  standard  of  20% 
(j)revions  standard  was  40‘!^>).  Die.sel 
buses  greater  than  10.000  pounds 
CVWR;  that  an*  model  year  l‘)84  to  l‘)87 
mn.st  meet  an  opacity  standard  of  40% 
opacity  (the  same  as  jjrevions  standard); 
that  are  model  year  1988  to  1993  mn.st 
meet  an  ojjacity  standard  of  30% 
o|)acity  (previous  standard  was  40‘5<i): 
and  that  are  model  y(;ar  1994  and  new(!r 
must  meet  an  opacity  standard  of  20% 
(j)revious  standard  was  30%).  As  .stated 
earlier,  all  die.sel  vehicles  under  14,000 
pounds  CVWR.  are  now  subject  to 
()BD2  te.sting:  thus  the  opacity 


standards  previously  ajiproved  into  the 
Mas.sachusetts  .SIP  for  diesel  vcdiicles 
under  10.000  iionnds  (iVWR  are  no 
longer  a])plicahle.  Die.sel  vehicles  over 
10.000  pounds  CVWR  receive  an 
opacity  test  if  ()BD2  has  not  been 
phased-in  on  a  particular  vehicle. 

New  Ham]).shire  opcnates  a  roadside 
pullover  o])acity  inspection  program. 
New  Hampshire  conducts  opacity 
te.sting  on  all  vehicles  over  10,000 
pounds  CVWR,  and  all  die.s(*l-powered 
l)u.ses  inanufactnnHl  to  carry  25  or  more 
passengers,  irrespective  of  age.  New 
Hampshire’s  opacity  testing  standards 
are  included  at  .Saf-C.  5804.08.  New 
Hamjjshire  exem])ts  federal  and  military 
vehicles  from  o|)acity  te.sting,  as  well  as 
vehicles  that  can  pass  a  “(]uick  screen” 
process  njjon  being  pulled  over  and 
selected  for  testing.  Upon  being  pulled 
over,  any  vehicle  that  can  pre.sent  proof 
of  having  pas.sed  an  opacity  test  in  New 
Ham])shire,  or  any  other  state,  within 
the  previous  12  months  or  can  pre.sent 
j)roof  of  having  repairs  to  address 
emi.ssion  violations,  are  exempted  from 
te.sting.  'I’hese  non-federal  excnnptions 
do  not  a])ply  if  any  subject  viihicle 
appears  to  he  emitting  visible  black 
smoke. 

VI.  Final  Action 

DBA  is  approving  tin?  .SIB  revisions 
submitted  by  the  (iommonwiialth  of 
Massachn.setts  on  )une  1, 2  005)  and 
November  30,  2009.  as  well  as  the  Sll’ 
revision  submitted  hv  the  .State  of  New 
Hampshire  on  November  17,  2011.  Fach 
state’s  .SIB  revision  contains  the 
respective  state’s  revised  motor  vehicle 
inspection  and  maintenance  program 
regulations  and  associated  .SIB  narrative. 
.Specifically,  FBA  is  approving  the 
Mas.sachusetts  Department  of 
Fnvironmental  Brotection  Regulation  at 
310  (’.MR  00.02  and  the  Mas.sachusetts 
Registry  of  Motor  Vehicles  Regulation  at 
540  CiMR  4.00.  FBA  is  also  apj)roving 
the  New  Ham])shire  Department  of 
Safetv  Regulations  at  Saf-C’,  3201,  .Saf-(] 
3202^  Saf-C  3203,  Saf-C  3204,  Saf-C 
3205,  Saf-C  3200.04,  Saf-C  3207,  Saf-C 
3209,  Saf-C  3210,  Saf-C  3218,  Saf-C 
3220,  .Saf-C  3222,  Saf-C  3248,  ami  Saf- 
(]  5800.  FBA  is  approving 
Massachn.setts’  and  New  Hampshire’s 
nn'ised  I/M  jjrograms  hecan.se  they  an; 
consistent  with  the  CAA  I/M 
recjiiinmients  and  FBA’s  I/M  regulations 
and  they  will  strengthen  the 
Ma.ssachnsetts  and  New  Hampshire 
SlBs. 

FBA  is  incor])orating  the 
aforementioned  rules  hv  reference  into 
the  Mas.sachusetts  and  New  Hampshire 
.SlBs,  re.spec:tively,  except  as  set  forth 
below.  .Sj)ecifically.  both  the 
Ma.ssachnsetts  and  New  Hampshire 


ja'ograms  contain  enforcement 
])rovi.sion.s  th.it  detail  state  enforcement 
procedures,  including  admini.strative, 
civil,  and  criminal  ])enalties,  and 
administrative  and  judicial  procedures. 
.See  310  CMR  00.02(24)(1);  Nil  .Saf-C 
3222.04(d).  Nil  .Saf-C  Bart  3248,  Nil  .Saf- 
(i  Bart  5805.  .Such  enforcement-related 
Ijrovisions  are  recphred  elements  of  an 
1/M  .SIB  under  40  (’.FR  51.304,  and  liBA 
is  apju'oving  the  ])rovisions  as  imuiting 
tho.se  rcHiuirements.  However,  FBA  is 
not  inc:or])orating  tho.se  provisions  by 
reference  into  the  FBA-a])))roved  federal 
regulations  at  40  (d’R  part  52.  In  any 
fechaal  action  to  enforce  violations  of 
the  substantive  requirements  of  the 
Ma.ssachnsetts  or  New  Hamj).shire  1/M 
])rograms,  the  relevant  provisions  of 
.Section  113  or  304  of  the  (’AA,  rather 
than  .state  enforcement  provisions, 
would  govern.  Similarly,  the  a])i)licahle 
procedures  in  any  federal  action  would 
he  the  apjdicahle  federal  court  rules  or 
FBA’s  rules  for  administrative 
])rocec!ding.s  at  40  (’FR  j)art  22.  rather 
than  .state  administrative  ])rocednres. 
.Since  the  state  enforcenumt  provisions 
would  not  he  applicable  in  a  federal 
ac.tion,  incor])orating  these  .state-onlv 
enforcement  provisions  into  the  lederal 
regulations  would  have  no  effect.  To 
avoid  confusion  to  the  public  and 
regulated  parties,  FBA  is  not 
incorpc)rating  these  ])rovi.sions  hv 
reference  into  the  FBA-approved  federal 
regulations  in  the  states’  respective  plan 
identifications  in  40  (iFR  part  52. 
.Specifically,  FBA  is  not  incor])orating 
Ma.ssachnsetts’  regulation  310  CMR 
()0.02(24)(f)  into  tlie  federal  regulations 
at  40  CFR  52.1120(c.)  or  52.1107,  and 
FBA  is  not  incorporating  New 
Hamijshire’s  nignlations  .Saf-C 
3222.04(d),  Saf-C  Bart  3248,  or  Saf-C 
Bart  5805  into  the  federal  regidations  at 
40  CFR  52.1520(c)  or  52.1525. 

Tin;  FBA  is  publishing  this  action 
without  prior  jiroposal  because  the 
Agency  views  this  as  a  noncontroversial 
aimmdment  and  antici])ate.s  no  adverse 
comments.  However,  in  the  propo.sed 
rules  .section  of  this  Federal  Register 
publication.  FBA  is  publishing  a 
separate  document  that  will  serve  as  the 
])ro]K)sal  to  ap])rove  the  SIB  revision 
should  relevant  adverse  comments  he 
filed.  This  rule  will  he  effective  March 
20,  2013  without  further  notice  unless 
the  Agency  receives  relevant  adverse 
connmmts  hv  Fehruarv  25,  2013. 

If  the  FBA  receives  siu:h  comments, 
then  FBA  will  pnhli.sh  a  notice 
withdrawing  the  final  rule  and 
informing  the  jnihlic  that  the  rule  will 
not  take  effect.  All  public  comments 
rec(!iv(;d  will  then  he  addre.ssed  in  a 
subsequent  final  rule  based  on  the 
proposed  rule.  The  FBA  will  not 
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institute  a  second  coinnient  period  on 
the  projjosed  rule.  All  parties  interested 
in  commenting  on  the  pro])osed  ride 
should  do  so  at  this  time.  If  no  such 
comments  are  received,  the  public  is 
advised  that  this  rule  will  he  effective 
on  March  2(i,  2013  and  no  further  action 
will  he  taken  on  the  jiroposed  rule. 

Please  note  that  if  KPA  receives  adverse 
comment  on  an  amendment,  paragraph, 
or  section  of  this  ride  and  if  that 
jirovision  may  he  severed  from  the 
remainder  of  the  ride,  EPA  may  adopt 
as  final  tho.se  provisions  of  the  ride  that 
are  not  the  subject  of  an  adverse 
comment. 

VII.  Statutory  and  Executive  Order 
Reviews 

Under  the  Clean  Air  Act,  the 
Administrator  is  reipdred  to  ajijjrove  a 
SIP  snhmission  that  complies  with  the 
provisions  of  the  Act  and  ajijilicahle 
Federal  regulations.  42  U.S.C.  741 0(k): 

40  CFR  52.02(a).  Thus,  in  reviewing  SIP 
snhmi.ssions,  EPA’s  role  is  to  apiirove 
.state  choices,  provided  that  they  meet 
the  criteria  of  the  Clean  Air  Act. 
Accordingly,  this  action  merelv 
a])proves  state  law  as  meeting  Federal 
re(]nirements  and  does  not  impose 
additional  re(]nirements  hevond  tho.se 
im])osed  by  state  law.  For  tliat  reason, 
this  action: 

•  Is  not  a  “significant  regnlatorv 
action”  subject  to  review  by  the  Office 
of  Management  and  Budget  under 
Executive  Order  12800  (58  FR  51735, 
October  4,  1003); 

•  Does  not  imjio.se  an  information 
collection  burden  under  the  provisions 
of  the  Paperwork  Reduction  Act  (44 
U.S.(].  3501  et  .sei/.); 

•  Is  certified  as  not  having  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  001  fit  saq.)-, 

•  Does  not  contain  any  unfunded 
mandate  or  significantly  or  uniquely 
affect  small  governments,  as  described 
in  the  Unfunded  Mandates  Reform  Act 
of  1995  (Put).  L.  104-4); 

•  Does  not  ha\’e  Federalism 
implications  as  specified  in  Executive 
Order  13132  (04  FR  43255,  Augu.st  10, 
1999): 

•  Is  not  an  ec:onomically  significant 
regulatory  action  ha.sed  on  health  or 
.safetv  risks  subject  to  Executive  Order 
13045  (02  FR  19885,  April  23.  1997); 

•  Is  not  a  significant  regnlatorv  action 
subject  to  Executive  Order  13211  (00  FR 
28355,  May  22,  2001); 

•  Is  not  subject  to  requirements  of 
Section  12(d)  of  the  National 
Technologv  Transfer  and  Advancement 
Act  of  1995  (15  U.S.C.  272  note)  because 
a])])lication  of  those  requirements  would 


he  inconsistent  with  the  (dean  Air  Act; 
and 

•  Does  not  jnovide  EPA  with  the 
discretionary  authority  to  address,  as 
appropriate,  di.spro|)ortionate  human 
health  or  environmental  effects,  using 
practicable  and  legally  permissible 
methods,  under  Executive  Order  12898 
(59  1-R  7029,  February  10,  1994). 

In  addition,  this  rule  does  not  have 
tribal  im|)lication.s  as  specified  hv 
Executive  Order  13175  (05  FR  07249, 
November  9,  2()()()),  because  the  SIP  is 
not  ap])roved  to  ap])ly  in  Indian  country 
located  in  the  state,  and  EPA  notes  that 
it  will  not  impose  substantial  direct 
costs  on  tribal  governments  or  preempt 
tribal  law. 

The  Congressional  Review  Act.  5 
U.S.Ck  801  et  sfif].,  as  added  by  the  Small 
Business  Regidatory  Enforcement 
Fairness  Act  of  1990,  generally  provides 
that  before  a  rule  may  take  effect,  the 
agency  promulgating  the  rule  must 
submit  a  rule  report,  which  includes  a 
co])y  of  the  rule,  to  each  House  of  the 
Congress  and  to  the  Comjitroller  Ceneral 
of  the  United  States.  EPA  will  submit  a 
report  containing  this  action  and  other 
reipiired  information  to  the  U.S.  Senate, 
the  U.S.  lIou.se  of  Re])re.sentatives,  and 
the  Comptroller  Ceneral  of  the  United 
States  prior  to  publication  of  the  rule  in 
the  Federal  Register.  A  major  rule 
canuot  take  effect  until  (it)  days  after  it 
is  published  in  the  Federal  Register. 

This  action  is  not  a  “major  rule"  as 
defined  by  5  U.S.C.  804(2). 

Under  section  307(h)(1)  of  the  Clean 
Air  Act,  petitions  for  judicial  review  of 
this  action  mu.st  he  filed  in  the  United 
States  Ciourt  of  Appeals  for  the 
appropriate  circuit  by  March  20,  2013. 
Filing  a  petition  for  reconsideration  hv 
the  Admini.strator  of  this  final  rule  does 
not  affect  the  finality  of  this  action  for 
the  purposes  of  judicial  review  nor  does 
it  extend  the  time  within  which  a 
petition  for  judicial  review  may  he  filed, 
and  shall  not  postpone  the  effectiveness 
of  such  rule  or  action.  Parties  with 
objections  to  this  direct  final  rule  are 
encouraged  to  file  a  comment  in 
respon.se  to  the  parallel  notit:e  of 
proposed  rulemaking  for  this  action 
published  in  the  propo.sed  rules  section 
of  today’s  Federal  Regi.ster,  rather  than 
file  an  immediate  petition  for  judicial 
review  of  this  direct  final  rule,  so  that 
EPA  can  withdraw  this  direct  final  rule 
and  addre.ss  the  comment  in  the 
jiroposed  rulemaking.  This  action  may 
not  he  challenged  later  in  ])roceedings  to 
enforce  its  requirements.  (See  .section 
3()7(h)(2).) 

List  of  Subjects  in  40  (]FR  Part  52 
Environmental  protection.  Air 
pollution  control.  Carbon  monoxide. 


Incorjioration  by  reference. 
Intergovernmental  relations.  Lead, 
Nitrogen  dioxide.  Ozone,  Particulate 
matter.  Reporting  and  recordkeeping 
reipurements.  Sulfur  oxides.  Volatile 
organic  compounds. 

Datiul:  NoviaiilxM-  14,  2012. 

II.  (airlis  Spalding. 

liai^ional  Adniiiiislmlor,  EPA  \’t;w  EiifiUind. 

Part  52  of  chapter  I.  title  40  of  the 
(aide  of  Federal  Regulations  is  amended 
as  follows: 

PART  52— APPROVAL  AND 
PROMULGATION  OF 
IMPLEMENTATION  PLANS 

■  1 .  The  authority  citation  for  part  52 
continues  to  read  as  follows: 

Authority:  42  U.S.(].  7401  ot  soil. 

Subpart  W — Massachusetts 

■  2.  Section  52.1120  is  amended  by 
adding  jiaragrajih  (c)(137)  to  read  as 
follows: 

§  52.1 1 20  Identification  of  plan. 

***** 

(c)  *  *  * 

(137)  Revisions  to  the  State 
Implementation  Plan  submitted  by  the 
Massachusetts  Dejiartment  of 
Environmental  Protection  on  June  1. 
2009  and  November  30.  2009. 

(i)  Incorporation  by  reference. 

(A)  Regulation  310  CMR  00.02 
entitled  “Mas.sachusetts  Motor  Vehicle 
Emissions  Insjiection  and  Maintenance 
Program,”  effective  in  the 
Commonwealth  of  Massachusetts  on 
September  5,  2008,  with  the  exception 
of  subsection  310  CMR  00.02(24)(f). 

(B)  Regulation  540  CMR  4.00  entitled 
“Annual  Safety  and  Combined  Safety 
and  Emis.sions  Inspection  of  All  Motor 
Vehicles.  Trailers.  Semi-trailers  and 
Converter  Dollies,”  effective  in  the 
("ommonwealth  of  Massachusetts  on 
September  5,  2008. 

(ii)  Additional  materials. 

(A)  Letter  from  the  Massachusetts 
Department  of  Environmental 
Protection,  dated  |une  1,  2009, 
submitting  a  revision  to  the 
Ma.ssachu.setts  State  Implementation 
Plan. 

(B)  Letter  from  the  Ma.ssachusetts 
Department  of  Environmental 
Protection,  dated  November  30.  2009, 
amending  the  June  1 , 2009  State 
Imjilementation  Plan  submittal. 

(C)  Mas.sachusetts  June  1.  2009  SIP 
Revision  Table  of  (iontents  Item  7, 
“Documentation  of  IM  SIP  Revi.sion 
consistent  with  42  USC  Section  751  la 
and  vSection  182(c)(3)(A)  of  the  C.lean 
Air  Act.” 
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■  3.  In  §52.1187.  Table  52.1187  is  Regulations  310  CMR  80.02  and  540  §52.1167  EPA-approved  Massachusetts 

amended  by  revising  the  entries  for  (IMR  4.00  to  read  as  follows:  State  regulations. 


Table  52.1167— EPA-Approved  Massachusetts  Regulations 

[See  notes  at  end  of  table] 


State  citation 

Title/subject 

Date 

submitted 
by  State 

Date 

approved 
by  EPA 

Federal  Reg¬ 
ister 
citation 

52.1120(c) 

Comments/unapproved  sec¬ 
tions 

310  CMR  60.02 

Massachusetts  Motor  Vehicle 
Emissions  Inspection  and 
Maintenance  Program. 

6/1/09 

1/25/13 

[Insert  Federal 
Register 
page  number 
where  the 
document 
begins]. 

137 

Revises  enhanced  I/M  test  re¬ 
quirements  to  consist  of 
“OBD2-only”  testing  pro¬ 
gram.  Approving  submitted 
regulation  with  the  exception 
of  subsection  310  CMR 
60.02(24)(f). 

540  CMR  4  00 

Annual  Safety  and  Combined 
Safety  and  Emissions  In¬ 
spection  of  All  Motor  Vehi¬ 
cles,  Trailers,  Semi-trailers 
and  Converter  Dollies. 

6/1/09 

1/25/13 

[Insert  Federal 
Register 
page  number 
where  the 
document 
begins]. 

137 

Revises  requirements  for  in¬ 
spections  and  enforcement 
of  I/M  program. 

Notes: 

1.  This  table  lists  regulations  adopted  as  of  1972.  It  does  not  depict  regulatory  requirements  which  may  have  been  part  of  the  Federal  SIP  be¬ 
fore  this  date. 

2.  The  regulations  are  effective  statewide  unless  otherwise  stated  in  comments  or  title  section. 

and  by  removing  the  entry  for  NUCIAR.  §52.1520  Identification  of  plan, 
l^art  Saf-C  58(H)  and  adding  a  new  entry  ***** 
for  Saf-C  5800  in  its  place:  and  ra<>uIations. 

■  1).  The  table  in  ])aragraph  (e)  is 
amended  by  adding  a  new  entry  at  the 
end  of  the  table  to  read  as  follows: 


EPA-Approved  New  Hampshire  Regulations 


State  citation 

Title/subject 

State  effective  date 

EPA  approval  date  ’ 

Explanations 

Saf-C  3200  . 

Official  Motor  Vehicle 
Inspection  Require¬ 
ments. 

6/22/07  and  6/20/08  .. 

1/25/13  [Insert  Fed¬ 
eral  Register  page 
number  where  the 
document  begins]. 

EPA  is  approving  submitted  subsections  Saf- 
C  3201,  3202,  3203,  3204,  3205,  3206.04, 

3207.01,  3209,  3210,  3218,  3220,  and 

3222  (except  for  subsection  3222.04). 

Saf-C  5800  . 

...  Roadside  Diesel 

Opacity  Inspection. 

1/1/99  . 

1/25/13  [Insert  Fed¬ 
eral  Register  page 
number  where  the 

Approving  submitted  regulation  with  the  ex¬ 
ception  of  subsection  Saf-C  5805. 

* 

* 

document  begins]. 

*  * 

Subpart  EE — New  Hampshire 

■  5.  In  §52.1520: 

■  a.  The  table  in  paragraph  (c)  is 
amended  by  removing  the  entry 
NHCAR.  Part  Saf-C  3221 A  and  adding  a 
new  entrv  for  Saf-C  3200  in  its  i)la(:e. 


’  In  order  to  determine  the  EPA  effective  date  for  a  specific  provision  listed  in  this  table,  consult  the  Federal  Register  notice  cited  in  this  col¬ 
umn  for  the  particular  provision. 


(e)  Nonivguldlorv. 


New  Hampshire  Non-Regulatory 


Name  of  non-regulatory  o,  submittal  cda 

SIP  provision  date/effec-  EPA-approved  date 3 

iainm©ni  3103 

tive  dste 


Explanations 
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New  Hampshire  Non-Regulatory— Continued 

Name  of  non-regulatory 
SIP  provision 

Applicable 

geographic  or  non-at¬ 
tainment  area 

State 
submittal 
date/effec¬ 
tive  date 

EPA-approved  date^ 

Explanations 

SIP  Narrative  associated 
with  New  Hampshire 
Vehicle  Inspection  and 
Maintenance  Program 
SIP  Revision. 

Statewide  . 

11/17/2011 

1/25/13  [Insert  Federal 

Register  page  num¬ 
ber  where  the  docu¬ 
ment  begins). 

3  In  order  to  determine  the  EPA  effective  date  for  a  specific  provision  listed  in  this  table,  consult  the  Federal  Register  notice  cited  in  this  col¬ 
umn  for  the  particular  provision. 


II'K  Doc.  2(n:i-()()<)2‘l  I'ilocl  l-24-i:t:  K:4ri  iini| 
BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 

[EPA-R07-OAR-201 2-0763;  FRL-9772-6] 

Approval  and  Promulgation  of 
Implementation  Plans;  State  of 
Missouri;  Control  of  Sulfur  Emissions 
From  Stationary  Boilers 

agency:  Environmental  Proteilion 
Agency  (EPA). 

ACTION:  Direct  final  rule;. 

summary:  EPA  is  taking  direct  final 
action  to  ap])rove  revisions  to  the 
Missouri  .State  Implementation  Plan 
(.SIP)  submitted  October  27,  2005).  This 
revision  adds  a  new  rule  to  reduce  the 
concentration  of  fine  particles  (PM^.s)  in 
the  .St.  Louis  nonattainment  area  bv 
limiting  sulfur  dioxide  (.SOi)  emissions 
(a  precursor  ijollutant  to  PM^  .s),  from 
indu.strial  boilers.  EPA  is  apj)roving  this 
revision  because  it  strengthens  the 
Missouri  SIP.  EPA’s  ai)]noval  of  this  SIP 
revision  is  being  done  in  ac;cordance 
with  the  re(|iiirements  of  the  Clean  Air 
Act  (CAA). 

DATES:  This  direct  final  rule  will  he 
effective  March  20,  2013,  without 
further  notice,  unless  EPA  receives 
adverse  comment  by  February  25,  2013. 
If  EPA  receives  adver.se  comment,  we 
will  publish  a  timely  withdrawal  of  the 
direct  final  rule  in  tlie  Federal  Register 
informing  the  pnhlii:  that  the  rule  will 
not  take  effect. 

ADDRESSES:  .Submit  vour  comments, 
identified  by  Docket’ ID  No.  EPA-R07- 
OAR-201 2-0703,  by  one  of  the 
following  methods: 

1.  www.wguldtions.gov.  Follow  the 
on-line  instructions  for  submitting 
comments. 

2.  Enuiil:  hhesania.(tniv@ep(i.gov. 

3.  Mail  or  Hand  Delivarv:  Amy 
Bhesania,  Environmental  Protection 


Agency,  Air  Planning  and  Develoj)ment 
Branch,  11201  Renner  Boulevard, 

Lenexa,  Kansas  00215). 

Instructions:  Direct  vour  comments  to 
Docket  ID  No.  EPA-R()7-t)AR-2012- 
0703.  EPA’s  jjolicy  is  that  all  comments 
received  will  he  included  in  the  public 
docket  without  change  and  may  he 
made  available  oidine  at 
ww’w. rcgaIations.gov,  including  anv 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  he  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  re.stricted  hv  statute. 
Do  not  submit  through 
www.rcgalations.gov  or  email 
information  that  von  consider  to  he  CBI 
or  otherwise  i)rotected.  The 
www.rcgalations.gov  Web  site  is  an 
“anonymous  accixss”  system,  which 
uKxms  EPA  will  not  know  your  identitv 
or  contact  information  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  email  comment  directly 
to  EPA  without  going  through 
www.rcgalations.gov,  your  email 
address  will  he  automatically  captured 
and  included  as  j)art  of  the  connneid 
that  is  placed  in  the  public  docket  and 
made  available  on  the  Internet.  If  you 
submit  an  electronic  comment,  EPA 
recommends  that  you  include  your 
name  and  other  contact  information  in 
the  hodv  of  vour  comment  and  with  anv 
disk  or  CD-ROM  yon  submit.  If  EPA 
cannot  read  your  comment  due  to 
technical  difficulties  and  cannot  contact 
you  for  clarification,  EPA  may  not  he 
able  to  consider  your  comment. 
Electronic  files  should  avoid  the  u.se  of 
sijecial  characters,  any  form  of 
encryption,  and  he  free  of  any  defects  or 
viruses. 

Docket:  All  documents  in  the  docket 
are  listixl  in  the  www.rcgalations.gov 
index.  Although  listed  in  the  index, 
some  information  is  not  j)nhliclv 
available,  i.e.,  (iBl  or  other  information 
whose  disclosure  is  restricted  by  statute, 
(kntain  other  material,  such  as 
copyrighted  material,  will  he  puhliclv 
available  only  in  hard  copy  form. 


Publicly  available  docket  materials  are 
available  either  electronicallv  in 
www.rcgalations.gov  or  in  hard  coj)y  at 
the  Environmental  Protection  Agenev, 
Air  Planning  and  D(!velopment  Branch, 
11201  Renner  Boulevard.  Lenexa, 

Kansas  00215).  The  Regional  Office’s 
official  hours  of  husiness  are  Mondav 
through  Friday,  8:00  to  4:30  excluding 
Federal  holidays.  The  interested  j)er.sons 
wanting  to  examine  these  documents 
should  make  an  apj)ointment  with  the 
office  at  least  24  hours  in  a(lvanc:e. 

FOR  FURTHER  INFORMATION  CONTACT: 

Amy  Bhe.sania,  Environmental 
Protection  Agency.  Air  Planning  and 
Development  Branch.  11201  Renma' 
Boulevard,  Lenexa,  Kan.sas  (>0215)  at 
(5)13)  551-7147.  or  by  email  at 
l)hcsania.(an\'@cj}a.gov. 

SUPPLEMENTARY  INFORMATION: 

Throughout  this  document  “we.”  “us,” 
or  “our”  refer  to  EPA.  This  .section 
])rovides  additional  information  by 
addressing  the  following  (piestions: 

Outline 

I.  What  is  being  adcinwsnd  in  this  docuniont? 

II.  Have;  the  nuiuinnnents  for  approval  of  a 

SIP  revision  luien  met? 

III.  What  action  is  EPA  taking? 

I.  What  is  being  addressed  in  this 
dof:ument? 

EPA  is  approving  revisions  to  the 
Missouri  SIP  submitted  to  EPA  on 
October  27,  2005).  EPA  has  conducted  an 
iinalysis  of  the  State’s  amendiiKtnt,  as 
detailed  in  the  technical  support 
document  which  is  jtart  of  this  docket, 
and  has  ttonclnded  that  this  new  rule 
does  not  adversely  affect  the  stringency 
of  the  SIP.  Mi.ssouri’s  revision  adds  10 
(iSR  10-5.570  (iontrol  ol  Salfar 
Emissions  from  Stationary  Boilers  to  the 
SIP.  This  rule  reduces  the 
concentrations  of  fine  particles  (PMi  5) 
in  the  St.  Louis  nonattainment  area  hv 
limiting  sulfur  dioxide  (SO2)  emissions 
(a  precursor  })ollutant  to  PM2..S),  from 
industrial  boilers. 
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II.  Have  the  n!C|iiirements  for  approval 
of  a  SIP  revision  been  met? 

The  state  submittal  has  met  the  public 
notice  nHpiirements  for  SIP  submissions 
in  accordance  with  40  (iFR  .51.102.  The 
submittal  also  satisfied  the 
completeness  criteria  of  40  CFR  part  51. 
appendix  V.  In  addition,  as  explained 
above  and  in  more  (l(4ail  in  the 
technical  support  (locuuKmt  which  is 
j)arl  of  this  docket,  the  revision  meets 
the  substantive  .Sll’  re(|uirements  of  the 
('.AA.  including  section  110  and 
impl  ement  i  ng  nign  1  at  ions. 

III.  What  action  is  KPA  taking? 

FPA  is  apj)roving  the  re(|uest  to 
amend  the  Missouri  SIP  by  apj)roving 
the  State's  request  to  add  10  C.SR  10- 
5.570  (Jontrol  ol  Sulfur  Emissions  from 
Siationuiy  Boilers  to  the  SIP.  EPA  has 
determined  that  the.se  changes 
strengthen  the  SIP  and  will  not 
adversely  impact  air  emissions. 

We  are  proce.ssing  this  action  as  a 
direct  hnal  action  hecan.se  the  revisions 
do  not  adversely  imj)act  air  emissions, 
and  we  do  not  anticipate  any  adverse 
comments.  Plea.se  note  that  if  EPA 
retxiives  adverse  comment  on  part  of 
this  rule  and  if  that  j)art  can  lx;  .severed 
from  the  remainder  of  the  ride.  EPA  mav 
adopt  as  final  those  parts  of  the  rule  that 
are  not  the  subject  of  an  adverse 
comment. 

Slululory  and  Execulive  Order  Reviews 

Under  the  UAA.  the  Admini.strator  is 
reijuired  to  ajijirove  a  SIP  siihini.ssion 
that  complies  with  the  jirovisions  of  the 
Act  and  applicable  Federal  regulations. 
42  U.S.C.  741  ()(k):  40  CFR  52.02(a). 
Thus,  in  reviewing  SIP  submissions, 
EPA's  role  is  to  aiijirove  .state  choices, 
jirovided  that  they  meet  the  criteria  of 
the  (]AA.  Accordingly,  this  action 
merelv  apjiroves  state  law  as  meeting 
Federal  reijuirements  and  does  not 
impose  additional  reipiirements  beyond 
those  imjio.sed  by  state  law.  For  that 
rea.son.  this  action: 

•  Is  not  a  “significant  regnlatorv 
action”  subject  to  review  by  the  Office 
of  Management  and  Budget  under 
Executive  Order  12800  (58  FR  51735, 
October  4,  1993); 

•  Does  not  impose  an  information 
collection  burden  under  the  provisions 
of  the  Pajierwork  Reduction  Act  (44 

I  I.S.C.  3501  el  seq.]: 


•  Is  certified  as  not  having  a 
significant  economic  inqiact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexihility  Act  (5 
lI..S.(i.  ()01  el  seq.)- 

•  Does  not  contain  any  unfunded 
mandate  or  significantly  or  uni(|uely 
affect  small  governments,  as  describiul 
in  the  Unfunded  Mandates  Reform  Act 
of  1995  (Pub.  L,  104-4); 

•  Does  not  have  Federali.sm 
implications  as  s])ecified  in  Executive 
Order  13132  (04  FR  43255,  August  10, 
1999); 

•  Is  not  an  economically  significant 
regulatory  action  based  on  health  or 
safety  risks  .subject  to  Executive  Order 
13045  (02  FR  19885,  April  23,  1997); 

•  Is  not  a  significant  regulatory  action 
subject  to  Executive  Order  13211  (00  FR 
28355,  May  22,  2001); 

•  Is  not  subject  to  reijuirements  of 
Section  12(d)  of  the  National 
Technology  Transfer  and  Advancement 
Act  of  1995  (15  U..S.C.  272  note)  hec;au.se 
ajiplication  of  those  reipiirements  would 
be  inconsistent  with  the  (iAA;  and 

•  Does  not  jirovide  EPA  with  the 
discretionarv  authority  to  address,  as 
appropriate,  disproportionate  human 
health  or  environmental  effects,  using 
practicable  and  legally  permi.ssible 
methods,  under  Executive  Order  12898 
(59  FR  7fi2‘),  February  18,  1994). 

In  addition,  this  rule  does  not  have 
tribal  imiilications  as  specified  by 
Executive  Order  13175  ((i5  FR  87249, 
November  9,  2()()()),  becau.se  the  SIP  is 
not  ajiproved  to  apjily  in  Indian  country 
located  in  the  state,  and  EPA  notes  that 
it  will  not  impose  substantial  direct 
costs  on  tribal  governments  or  preemjit 
tribal  law. 

The  (Congressional  Review  Act,  5 
U..S,C.  801  ei  seq.,  as  added  by  the  .Small 
Busine.ss  Regulatory  Enforcement 
Fairness  Act  of  l!t98,  generally  provides 
that  before  a  rule  may  take  effect,  the 
agency  ]iromulgating  the  rule  must 
submit  a  rule  report,  which  includes  a 
cojjy  of  the  rule,  to  each  House  of  the 
(Congress  and  to  the  (Comptroller  General 
of  the  United  .States.  EPA  will  submit  a 
report  containing  this  action  and  other 
reipiired  information  to  the  U..S.  .Senate, 
the  U..S.  Hou.se  of  Rejmi.sentatives,  and 
the  (Comptroller  (Ceneral  of  the  United 
.States  ]U'ior  to  publication  of  the  rule  in 
the  Federal  Register.  A  major  rule 
cannot  take  effect  until  80  days  after  it 
is  ])ublished  in  the  Federal  Register. 


This  action  is  not  a  “major  rule”  as 
defined  by  5  U..S.(C.  804(2). 

Under  .section  307(b)(1)  of  the  (CAA, 
|)etitions  for  judicial  review  of  this 
action  must  he  filed  in  the  United  .States 
(Court  of  A])])eal.s  for  the  ap])ro])riate 
circuit  by  March  28,  2013.  Filing  a 
])etition  for  reconsideration  by  the 
Admini.strator  of  this  final  rule  does  not 
affect  the  finality  of  this  action  for  the 
])ur])o.ses  of  judicial  review  nor  does  it 
extend  the  time  within  which  a  jietition 
for  judicial  review  may  be  filed,  and 
shall  not  ])ostpone  the  effectiveness  of 
such  rule  or  action.  Parties  with 
objections  to  this  direct  final  rule  are 
encouraged  to  file  a  comment  in 
resijonse  to  the  jiarallel  notice  of 
proposed  rulemaking  fortius  action 
published  in  the  propo.sed  rules  section 
of  today’s  Federal  Register,  rather  than 
file  an  immediate  petition  for  judicial 
review  of  this  direct  final  rule,  so  that 
EPA  can  withdraw  this  direct  final  rule 
and  address  the  comment  in  the 
propo.sed  rulemaking.  This  action  may 
not  he  challenged  later  in  proceedings  to 
enforce  its  requirements.  (.See  section 
3()7(b)(2).) 

List  of  Subjects  in  40  (iFR  Part  52 

Environmental  protection.  Air 
pollution  control.  Incorporation  by 
reference.  Particulate  matter.  Reporting 
and  recordkeiqiing  reipiirements,  .Sulfur 
oxides. 

Dated:  |amiarv  9.  201  It. 

Karl  Brooks, 

I{(!;^i()n(il  Adnunistralor.  Ihyion  7. 

Ghajiter  1.  title  40  of  the  Code  of 
Federal  Regulations  is  amended  as 
follows: 

PART  52— [APPROVAL  AND 
PROMULGATION  OF 
IMPLEMENTATION  PLANS] 

■  1.  The  authority  citation  for  part  52 
continues  to  read  as  follows: 

Authority:  42  IJ..S.(^  7401  el  seq. 

Subpart  AA — Missouri 

■  2.  In  §  52.1320  the  table  in  paragraph 
(c)  is  amended  by  adding  new  entry  10- 
5.570  to  read  as  follows: 

§52.1320  Identification  of  plan. 

***** 

(c) 


*  * 


Federal  Register / Vol.  78,  No.  17/Fri(lay,  January  2.5,  2()13/Rules  and  Regulations 


5305 


EPA-Approved  Missouri  Regulations 

Missouri  citation  Title  State^effective  approval  date 

Explanation 

Missouri  Department  of  Natural  Resources 

. 

* 

Chapter  5 — Air  Pollution  Control  Regulations  for  the  St.  Louis  Metropolitan  Area 

. 

* 

10-5.570  .  Control  of  Sulfur  Emissions  from  09/30/09  01/25/13  [insert  Federal  Register 

Stationary  Boilers.  page  number  where  the  docu¬ 

ment  begins]. 


IKR  Hoc.  2()i:i-()14.')‘l  Kihul  1-24-13:  8:4.'>  iimi 
BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 


proposed  in  the  F’ederal  Register  on 
September  19,  2012  and  eoneerii  lead 
emi.ssions  from  large  lead-acid  battery 
recycling  facilities.  VVe  are  apjiroving  a 
local  rule  that  regulates  these  emission 
sources  under  the  Clean  Air  Act  as 
amended  in  1990  (CAA  or  the  Act). 


available  in  either  location  (e.g., 
confidential  bu.sine.ss  information 
(CHI)).  To  inspect  the  bard  copy 
materials,  jilease  scbedide  an 
appointment  during  normal  business 
hours  with  the  contact  listed  in  the  FOR 
FURTHER  INFORMATION  CONTACT  section. 


40  CFR  Part  52 

[EPA-R09-OAR-201 2-0611 ;  FRL-9755-9] 

Revisions  to  the  California  State 
Implementation  Plan,  South  Coast  Air 
Quality  Management  District 

agency:  Fnvironmental  Protection 
Agency  (liPA). 
action:  Final  rule. 


SUMMARY:  EPA  is  finalizing  apjiroval  of 
revisions  to  the  South  Coast  Air  Quality 
Management  District  (SCAQMD)  ])ortion 
of  the  (California  State  Imjilementation 
Plan  (SIP).  These  revisions  were 


DATES:  This  rule  is  effective  on  Imbruarv 
25,2013. 

ADDRESSES:  EPA  has  established  dock(;t 
number  EPA-R09-OAR-201 1-001 1  for 
this  action.  Cenerally,  documents  in  the 
docket  for  this  action  are  available 
electronically  at  http:// 
w’ww'.raguhitions.gov  or  in  hard  copy  at 
EPA  Region  IX,  75  Hawthorne  .Street, 
.San  Francisco,  California.  While  all 
documents  in  the  docket  are  listed  at 
http:/ /w’ww. regulations. (^ov.  .some 
information  may  he  ])uhlicly  available 
only  at  the  hard  co])y  loc:ation  (e.g., 
coi)yrighted  material,  large  maps,  multi¬ 
volume  re])orts),  and  some  mav  not  he 


FOR  FURTHER  INFORMATION  CONTACT: 
Adrianne  Borgia,  EPA  Region  IX.  (415) 
972—3579,  horgia.cuh in nne@epa.gov. 
SUPPLEMENTARY  INFORMATION: 
Throughout  this  document,  “we,”  “us” 
and  “our”  refer  to  EPA. 

Table  of  (Contents 

I.  ProjioscHl  Action 

It.  Pul)lic  (ConnnonIs  and  EPA  Responsiis 

III.  EPA  Action 

IV.  .Slalnlorv  and  Executive  Order  Reviews 

1.  Proposed  Action 

On  .Sei)teml)er  19.  2t)12  (77  FR  5«()79). 
EPA  pro])osed  to  ajijjrove  the  following 
rule  into  the  California  SIP. 


Local  agency 

Rule  No. 

Rule  Title 

Adopted 

Submitted 

SCAOMD  ... 

1420.1 

Emissions  Standard  For  Lead  From  Large 
Lead-Acid  Battery  Recycling  Facilities. 

11/5/10 

9/27/1 1 

VVe  jjrojjo.sed  to  approve  this  rule 
hecau.se  we  determined  that  it  complies 
with  the  relevant  CAA  re(|uiremenls. 
Our  j)ropo.sed  action  contains  more 
information  on  the  rules  and  our 
evaluation. 

II.  Public  (Comments  and  EPA 
Responses 

I'CPA’s  |)ro))osed  action  i)rovided  a  30- 
day  public  comment  period.  During  this 
period,  we  received  no  relevant 
comments. 

III.  EPA  Action 

No  comments  were  submitted  that 
change  our  as.ses.sment  that  the 


submitted  rule  com])lies  with  the 
rrdevant  CAA  rerjuirements.  'rherefoixi, 
as  authorized  in  section  ll()(k)(3)  of  the 
Ac:t,  EPA  is  fully  ap])roving  this  rule 
into  the  California  .SIP. 

IV.  .Statutory  and  Executive  Order 
Reviews 

Under  the  (Clean  Air  Act,  the 
Administrator  is  recpiired  to  approve  a 
.SIP  suhmi.ssion  that  complies  with  the 
provisions  of  the  Act  and  aj)plical)le 
Federal  regidations.  42  U.S.C.  741  ()(k); 
40  (CFR  52.02(a).  Thus,  in  reviewing  SIP 
submissions,  EPA’s  role  is  to  approve 
State  choices,  ])rovided  that  they  meet 
the  criteria  of  the  Clean  Air  Act. 


Accordingly,  this  action  merely 
approves  .State  law  as  meeting  Federal 
requirements  and  does  not  impose 
additional  recpiirements  beyond  those 
imposed  by  .State  law.  For  that  reason, 
this  action: 

•  Is  not  a  “significant  regulatory 
action”  subject  to  review  bv  the  Office 
of  Management  and  Budget  under 
Executive  Order  12800  (58  FR  51735, 
October  4,  l‘)93); 

•  Does  not  impose  an  information 
collection  burden  under  the  provisions 
of  the  Paperwork  Reduction  Act  (44 
U..S.(C.  3501  et  seq.); 

•  Is  certified  as  not  having  a 
significant  economic  impact  on  a 
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substantial  number  of  small  entities 
under  the  Regidatory  Flexibility  Act  (.5 
(iOl  e/  .ser/.): 

•  Does  not  contain  any  unfunded 
mandate  or  significantly  or  uni(|uely 
affect  small  governments,  as  described 
in  the  Unfunded  Mandates  Reform  Act 
of  199.5  (Pub.  L.  104-4): 

•  I)o(!s  not  have  luideralism 
implications  as  sj)ecified  in  Fxecntive 
Order  13132  (04  FR  43255.  Augu.st  10. 
1999): 

•  Is  not  an  economically  significant 
regulatory  action  based  on  health  or 
•safety  risks  subject  to  Fxetaitive  Order 
13045  (02  FR  19885.  April  23.  1997): 

•  Is  not  a  significant  regulatory  action 
subject  to  Executive  Order  13211  (00  FR 
28355.  May  22.  2001): 

•  Is  not  subject  to  recpurements  of 
.Section  12(d)  of  the  National 
Technology  Transfer  and  Advancement 
Act  of  199.5  (15  U.S.C.  272  note)  becau.se 
a])|)Iication  of  tbo.se  reciuirements  would 
1m!  inconsistent  with  the  Clean  Air  Act: 
and 

•  Iloes  not  provide  EFA  with  the 
discretionary  authority  to  addniss 
disproj)ortionate  human  health  or 
environmental  effects  with  practical. 
a|)|)ropriate.  and  legally  permissible 
methods  under  Executive;  Order  12898 
(59  FR  7(i29.  February  10.  19‘)4). 

In  addition,  this  rule  does  not  have 
tribal  implications  as  .specifi(;d  hv 
Executive  Order  13175  (05  FR  07249. 
November  9.  2()()0).  because  the  .Sll’  is 
not  ap])roved  to  apj)ly  in  Indian  country 
located  in  the  .State,  and  ERA  notes  that 
it  will  not  impose  substantial  direct 
costs  on  tribal  governments  or  preemj)t 
tribal  law. 

The  Congr(;.ssional  Review  Act.  5 
U..S.C.  801  et  sf^q.,  as  added  by  the  Small 
Business  Regulatory  Enforcement 
Fairness  Act  of  1990.  generally  provides 
that  before  a  rule  mav  take  effect,  the 
agency  promulgating  the  rule  mu.st 
submit  a  rule  report,  which  includes  a 
copy  of  the  rule,  to  each  House  of  the 
Congress  and  to  the  Comptroller  (General 
of  the  United  States.  ERA  will  submit  a 
report  containing  this  action  and  other 
required  information  to  the  U.S.  .Senate, 
the  U..S.  House  of  Representatives,  and 
the  ('omptroller  General  of  the  United 
.States  prior  to  ])uhlication  of  the  rule  in 
the  Federal  Register.  A  major  rule 
cannot  take  effect  until  80  days  after  it 
is  published  in  the  Federal  Register. 
'I'liis  action  is  not  a  “major  rule”  as 
defined  by  5  U..S.('..  804(2). 

List  of  Sulijects  in  40  (]FR  Part  52 

Environmental  protection.  Air 
pollution  control.  Incorporation  by 
refer(;nce.  Rej)orting  and  rect)rdkee])ing 
recjuirements.  Volatile  organic 
cum|)ounds. 


Dated:  Noveinlxir  0.  2012. 
lined  Blunieni'eld. 
lUifiioiuil  Adniinislidlor,  /feg/en  L\. 

Rart  52,  Chapter  1,  Title  40  of  the  Code; 
of  k’ederal  Regnlations  is  ;imend(;d  .is 
follows: 

PART  52— APPROVAL  AND 
PROMULGATION  OF 
IMPLEMENTATION  PLANS 

■  1 .  The  authority  citation  for  i)art  52 
continues  to  read  as  follows: 

Aulhiirity:  42  D.S.C;.  7401  al  .set/. 

Subpart  F — California 

■  2.  .Section  52.220  is  amended  by 
adding  paragraph  (c)(404)(i)(A)(2)  to 
read  as  follows: 

§52.220  Identification  of  plan. 

***** 

(c)*  *  * 

(404)  *  *  * 

(1)  *  *  * 

(A)  *  *  * 

(2)  Rule  1420.1.  “Emissions  .Standard 
For  Lead  I’rom  Large  Lead- Acid  Battery 
Recycling  Facilities.”  adopted  on 
November  5.  2010. 
***** 

|1'K  Doc.  2(U;i-0144<l  I'iled  l-24-i:t;  »:4.'‘)  iim| 
BILLING  CODE  P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  52  and  81 

[EPA-R04-OAR-201 1-0043;  FRL-9771-2] 

Approval  and  Promulgation  of 
Implementation  Plans  and  Designation 
of  Areas  for  Air  Quality  Planning 
Purposes;  Alabama;  Redesignation  of 
the  Birmingham  2006  24-Hour  Fine 
Particulate  Matter  Nonattainment  Area 
to  Attainment 

AGENCY:  Environmental  Rrotection 
Agency  (ERA). 

ACTION:  Final  rule. 


SUMMARY:  ERA  is  taking  final  action  to 
ajjprove  a  nicpie.st  submitted  on  )nne  17. 
2010.  from  the  .State  of  Alabama, 
through  the  Alabama  Department  of 
Environmental  Management  (ADEM), 
Air  Division,  to  redesignate  the 
Birmingham  fine  particulate  matter 
(RM2  <i)  nonattainment  area  (hereafter 
r(;f(;rred  to  as  the  “Birmingham  Area”  or 
“Area”)  to  attainment  for  the  2008  24- 
hour  RM2.5  national  ambient  air  (jiialitv 
standards  (NAAQS).  The  Birmingham 
2008  24-hour  RM2..«i  nonattainment  area 
is  comiirised  of  jefferson  and  Shelby 
Counties  in  their  entireties  and  a 


])ortion  of  Walker  (bounty.  ERA’s 
approval  of  the  redesignation  reipiest  is 
based  on  the  determination  that  tin; 

.State  of  Alabama  has  m(;t  the  criteria  for 
red(;signation  to  attainment  .s(;t  forth  in 
the  (dean  Air  Act  (CAA  or  Act), 
including  tin;  determination  that  the 
Birmingham  Area  has  attained  the  2008 
24-honr  RM2,.s  NAAQS.  Additionally. 

ERA  is  a])])roving  a  revision  to  the 
Alabama  state  implementation  plan 
(.SIR)  to  include  the  2008  24-hour  RM2,.‘i 
maint(;nauce  plan  for  the  Birmingham 
Area  that  contains  the  new  2024  motor 
vehicle  emission  hudgets  (MVEBs)  for 
nitrogen  oxides  (NOx)  and  RM2.,*i.  This 
action  also  approves  the  2009  emissions 
inventory  submitted  with  the 
maintenance  j)hm. 

DATES:  E/Jeef/ve  Date:  This  rule  will  he 
effective  February  25,  2013. 

ADDRESSES:  ERA  has  established  a 
docket  for  this  action  under  Docket 
Identification  No.  ERA-R04-C)AR- 
2011-0043.  All  documents  in  the  doc:k(;t 
are  li.sted  on  the  \v\vi\’.w<>iil(tiions.g()v 
Web  sit(;.  Although  li.sted  in  the  index, 
some  information  is  not  ])uhliclv 
available,  i.e..  Confidential  Busine.ss 
Information  or  other  information  who.se 
disclosure  is  re.stricted  by  .statute. 

Certain  other  material,  such  as 
co])yright(;d  material,  is  not  placed  on 
the  Internet  and  will  he  publicly 
available  only  in  hard  copy  form. 
Ruhlicly  available  docket  materials  an; 
available  either  electronically  through 
w’ww.idguldlions.gov  or  in  hard  copy  at 
the  R(;gulatory  Develoj)ment  .Section, 

Air  Rlanning  Branch,  Air,  R(;.slicide.s  and 
Toxics  Management  Division,  U..S. 
Environmental  Rrotection  Agency, 
Region  4.  (D  Forsvth  .Street  .SW., 

Atlanta,  (ieorgia  30303-8980.  ERA 
requests  that  if  at  all  ])os.sihle,  you 
contact  the  jjerson  listetl  in  the  FOR 
FURTHER  INFORMATION  CONTACT  section  to 
schednle  your  insjjection.  The  Regional 
Office’s  official  hours  of  business  are 
Monday  through  f’riday,  8:30  to  4:30, 
excluding  Federal  holidays. 

FOR  FURTHER  INFORMATION  CONTACT:  )oel 
Huey,  Regulatory  Develojjinent  Section, 
Air  Rlanning  Branch.  Air,  Resticides  and 
Toxics  Management  Division,  U..S. 
Environm(;ntal  Rrotection  Agency, 
Region  4,  81  Forsyth  Street  .SVV., 

Atlanta,  (.eorgia  30303-8980.  )oel  Huev 
may  he  n;ached  by  ])hone  at  (404)  582- 
9104  or  via  electronic  mail  at 
huov.jooMfqxi.gov. 

SUPPLEMENTARY  INFORMATION: 

Table  of  Contents 

I.  What  is  llu;  hackgmuiid  lor  llu;  actions? 

II.  What  art;  llic  actions  ERA  is  taking? 

III.  Why  is  I'iRA  tiiking  Ihttst:  iu:lions? 

IV.  What  an;  the  cliocts  of  those  actions? 
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V.  Mnal  Action 

VI.  Slaliilorv  and  Exociitivc!  Order  Rindows 

1.  What  is  the  background  for  the 
actions? 

As  stated  in  our  ])roi)osed  approval 
notice  published  on  November  10,  2011 
(70  FR  70001),  this  redesignation  action 
addresses  the  Birmingham  Area’s  status 
solely  with  rtjspect  to  the  200()  24-bour 
FMi  5  NAAQS,  for  which  designations 
were  finalized  on  November  13.  2000 
(74  FR  58088).  On  June  17.  2010,  the 
State  of  Alabama,  through  ADEM, 
submitted  a  request  to  redesignate  the 
Birmingham  Area  to  attainment  for  the 
2000  24-hoiir  FM^.?  NAAQS  and  for 
EFA  approval  of  the  Alabama  SIF 
revisions  containing  a  maintenance  plan 
for  the  Area.  In  the  November  10,  2011 , 
notice,  EFA  jiroposed  to  take  the 
following  three  separate  but  related 
actions,  some  of  which  involve  mnlti])le 
elements:  (1)  To  redesignate  the 
Birmingham  Area  to  attainment  for  the 
2000  24-hour  FM2..‘s  NAAQS.  provided 
l']FA  ajjproves  the  emissions  inventorv 
submitted  with  the  maintenance  ])lan; 

(2)  to  a])prove  into  the  Alabama  SIF, 
under  .section  175A  of  the  CAA, 
Alabama’s  2000  24-bour  FM^.s  NAAQS 
maintenance  plan,  including  the 
associated  MVEBs;  and  (3)  to  ap])rove, 
under  (lAA  section  172(c)(3),  the 
emissions  inventory  submitted  with  the 
maintenance  plan.  No  comments  were 
received  on  the  pro])osed  action.  EFA  is 
now  taking  final  action  on  the  three 
actions  identified  above.  Additional 
background  for  today’s  action,  and  other 
details  regarding  the  proposed 
redesignation,  is  set  forth  in  EFA’s 
November  10,  2011,  proposal  and  is 
summarized  below.  The  following 
information  also:  (1)  Affirms  that  the 
most  recent  available  ambient 
monitoring  data  continue  to  support  this 
redesignation  action,  (2)  summarizes  the 
NOx  and  FMi .s  MVEBs  for  the  year  2024 
for  the  Birmingham  Ar(;a,  and  (3) 
provides  additional  information  on 
events  that  have  occurred  since  the 
November  10,  2011,  j)roj)osal. 

With  regarcl  to  the  data.  EFA  has 
reviewed  the  most  recent  ambient 
monitoring  data,  which  indicate  that  the 
Birmingham  Area  continues  to  attain 
the  2000  24-hour  FMi.s  NAAQS  bevond 
the  3-year  attainment  period  of  2007- 
2009,  which  was  provided  with 
Alabama’s  June  17,  2010,  submittal  and 
nupiest  for  redesignation.  As  stated  in 
EFA’s  November  10,  2011,  jjrojjo.sal 
notice,  the  3-year  design  values  of  34 
pg/m  *  for  20()7-2009  and  29  pg/m  ’  for 
2008-2010  meet  the  NAAQS  of  35  pg/ 
m'k  Quality  assured  and  certified  data 
now  in  EFA’s  Air  Quality  System  (AQS) 
for  2011  jjrovide  a  3-year  design  value 


of  27  pg/m  '  for  200‘)-201 1 . 

Furthermore,  preliminary  monitoring 
data  for  2012  indicate  that  the  Area  is 
continuing  to  attain  the  2000  24-hour 
FMi.s  NAAQS.  The  2012  pndiminary 
data  are  available  in  AQS  although  are 
not  vet  (piality  a.ssured  and  certified. 

The  MVEBs,  specifi(Kl  in  tons  per  dav 
(t])d),  inc:luded  in  the  maintenance  |)lan 
are  as  shown  in  Table  1  below.  In  the 
November  10,  2011,  proposcui  action, 
El^A  noted  that  the  period  for  public 
comment  on  the  adecjuacy  of  these 
MVEBs  (as  c:ontained  in  Alabama’s 
submittal)  began  on  March  24,  2011, 
and  closed  on  April  25,  2011.  No 
comments  were  receivcul  during  the 
jjublic  c:omment  period.  Through  this 
final  action,  EFA  is  finding  the  2024 
NOx  find  FM2.5  MVEBs  adetpiate  for 
transportation  conformity  puriJoses  and 
finalizing  the  approval  of  the  budgets. 


Table  1— Birmingham  Area  PM2S 
NOx  MVEBs 

(tpd) 


PM:.5 

NOx 

2024  On-road  Mobile 

Emissions  . 

0.96 

25.20 

Safety  Margin  Allocated 

to  MVEBs  . 

0.245 

23.21 

2024  Conformity  MVEBs 

1.21 

48.41 

In  the  November  10.  2011,  ])roj)os(!d 
redesignation  of  the  Birmingham  Area, 
EFA  proposed  to  determine  that  the 
emission  reduction  requirements  that 
contributed  to  attainment  of  the  2000 
24-hour  FM^  .s  standard  in  the 
nonattainment  area  could  lx;  considered 
pin  inanent  and  enforceable.  See  70  FR 
at  70092,  70097-70099.  At  the  time  of 
proposal,  EFA  noted  that  the 
requirements  of  the  Clean  Air  Interstate 
Rule  (CAIR),'  which  had  been  in  j)lace 
since  2005,  were  to  be  replaced,  .starting 
in  2012,  by  the  requirements  in  the  then 
recentlv  jjromulgated  Cross-State  Air 
Follution  Rule  (CSAFR),  70  FR  48208 
(August  8,  2011).  CSAFR  included 
regulatory  changes  to  sunset  (i.e., 
discontinue)  the  CAIR  requirements  for 
f:ontrol  j)eriods  in  2012  and  beyond.  S’ee 
70  FR  at  48322.  Although  Alabama’s 
redesignation  recpiest  and  maintenance 
])lan  included  reductions  associated 


'  On  MilV  12.  2{)().'j.  M’A  |)iil)lish(!(l  CAIR.  which 
r(K|uin!s  .si^niticiint  nuluclidns  in  emissions  ol 
snllni'  dioxide  (.SO.)  and  NO\  from  electric 
^eneralin(>  units  to  limit  the  interstate  transport  of 
these!  pollutants  and  the  o/.one  and  fine  |)articulate 
matter  they  form  in  the  atmosphiire!.  .S'ee.-  70  FR 
7.'jl():i.  llie  II. .S.  Court  of  Appeals  for  the  District 
of  Columhia  Circuit  (D.C.  Circuit)  initially  vacated 
CAIR.  Sorlh  (kiroliini  v.  liPA.  !>:il  F.ttd  fiOli  (D.C. 
Cir.  2008).  hut  ultimate^lv  remanded  the  rule  to  lOI’A 
without  vacatur  to  pniserve  the  environmental 
heniefils  |)rovifled  hv  CAIR.  A'oiV/i  IkivoUna  v.  HPA. 
550  I-'.:td  1170.  1178  (D.C.  Cir.  2008). 


with  CAIR,  EFA  projio.sed  to  ap])rove 
the  refjiiest  basttd  in  part  on  the  fact  that 
CSAFR  achieved  similar  or  greater 
ntductions  in  the  relevant  areas  in  2012 
and  beyond.  See  70  FR  at  70092,  70097- 
70099.  Becau.se  (kSAFR  requirements 
were  expected  to  replace  the  CAIR 
re(iuirements  .starting  in  2012.  EFA 
considered  the  impact  of  CSAFR  related 
reductions  on  the  Birmingham  Area.  On 
this  basis,  EFA  jirojio.sed  to  determine 
that,  pursuant  to  C7\A  section 
107(d)(3)(E)(iii).  the  pollutant  transport 
part  of  the  reductions  that  leil  to 
attainment  in  the  Birmingham  Area 
could  be  considered  permanent  and 
enforceable.  See  70  FR  at  70092,  70097- 
70099. 

On  December  30,  2011.  shortly  after 
EFA’s  jirojiosed  ajiproval  of  the 
Birmingham  redesignation,  the  D.C. 
Circuit  issued  an  order  addressing  the 
.status  of  CSAFR  and  CAIR  in  respon.se 
to  motions  filed  by  numerous  parties 
seeking  a  stay  of  CSAFR  pending 
judicial  review.  In  that  order,  the  court 
stayed  CSAFR  pending  resolution  of  the 
petitions  for  review  of  that  rule  in  EME 
Hoimu-  CAtv  (jpnpi'dtion,  L.P.  v.  EPA  (No. 
11-1302  and  consolidated  cases),  also 
refernul  to  as  EME  Honipr  CAtv.  The 
court  akso  indicated  that  EFA  was 
expected  to  continue  to  administer 
CAIR  in  the  interim  until  judicial 
review  of  CSAFR  was  completed. 
Subsecjuently.  on  August  21.  2012.  the 
D.C.  Circuit  issued  a  decision  in  EME 
lloiupr  City  to  vaf:ate  and  remand 
CSAFR  and  to  keej)  C/MR  in  place. 
Specifically,  the  court  ordered  EFA  to 
continue  administering  CAIR  pending 
the  promulgation  of  a  valid 
nqflacement.  EME  Homer  City 
Generation.  L.P.  v.  EPA.  090  F.3d  7,  38 
(D.C.  Cir.  2012).  The  D.C.  Circuit  has  not 
yet  issued  the  final  mandate  in  EME 
Homer  City  ah  EFA  (as  well  as  several 
intervenors)  jfetitioned  for  rehearing  en 
banc,  asking  the  full  court  to  review  the 
decision.  While  rehearing  proceedings 
are  pending,  EFA  intends  to  act  in 
accordance  with  the  panel  o))inion  in 
the  EME  Homer  CAtv  opinion. 

Subsefjuent  to  the  EME  Homer  City 
opinion,  EFA  published  several 
propo.sals  to  nxlesignate  both  particulate 
matter  and  ozone;  nonattainment  areas 
to  attainment.  These  propo.sals 
(;xj)lained  the  legal  .status  of  CAIR  and 
CSAFR.  and  provieled  a  basis  on  which 
EFA  would  consider  emissions 
reductions  associated  with  CAIR  to  be 
permanent  and  enforceable  for 
redesignation  purposes,  jjursuant  to 
CAA  section  l()7(d)(3)(D)(iii).  In  tho.se 
actions.  EFA  explained  that  in  light  of 
the  Augu.st  21, 2012,  order  by  the  D.C. 
Circuit,  CAIR  remains  in  place  and 
enforceable  until  substituted  bv  a 
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“valid”  replacement  rule.  .See.  e.g..  77 
FR  (i‘)4U9  (November  It).  2012);  77  FR 
08087  (November  1.1.  2012). 

Alabama's  june  17.  2010,  SIP 
.submittal  supiiorting  its  redesignation 
recpiest  includes  (’.AIR  as  a  control 
measure,  which  b(!came  state-elleclive 
on  April  3.  2007.  and  was  ap])roved  bv 
Id’A  on  Oclolxir  1. 2007.  for  the  purpose 
of  reducing  SO^  and  N()\  emissions.  .See 
72  FR  I.IO.IO.  Due  to  the  legal  status  of 
(;SAPR  at  the  time  that  EPA  })roposed 
aj)provat  of  Alabama’s  )une  17.  2010. 
redesignation  submittal.  EPA  was  able 
to  rely  on  (]SAPR  related  reductions. 

EPA  also  recognized  that  the  monitoring 
data  used  to  demonstrate  the 
Birmingham  Area’s  attainment  of  the 
2000  24-honr  PM:;,5  NAAQS  included 
nuluctions  a.ssociated  with  CAIR.  Due  to 
tin;  uncertainty  regarding  the  legal 
.status  of  (lAlR  when  Alabama  provided 
its  submittal  on  |une  17.  2010.  the 
State's  analysis  a.ssnmed  that  no 
additional  reductions  in  SO^  or  NOx 
emissions  from  utilities  woidd  occur 
above  and  bevond  tho.se  achieved 
through  2012  as  a  result  of  OAIR.  To  the 
extent  that  the  Alabama  submittal  relies 
on  (^AIR  reductions  that  occurred 
through  2012.  the  r(!cent  directive  from 
the  D.C.  (arcuit  in  E.V/E  Ilonwr  CAtv 
ensures  that  the  reductions  a.ssociated 
with  (]A1R  will  be  permanent  and 
enforceable  for  the  necessary  time 
period  for  purpo.ses  of  C.AA  section 
107(d)(3)(l';)(iii).  El’A  has  been  ordered 
bv  the  court  to  develoj)  a  new  rule,  and 
the  opinion  makes  clear  that  after 
])ronndgating  that  new  rule  EPA  must 
provide  stales  an  oi)j)ortunity  to  draft 
and  submit  .SlPs  to  implement  that  rule. 
("AIR  thus  cannot  be  re})laced  until  EPA 
has  promulgated  a  final  rule  through  a 
notice-and-comment  rulemaking 
process;  states  have  had  an  ojiportunity 
to  draft  and  submit  .SlPs;  EPA  has 
reviewed  the  SlPs  to  determine  if  thev 
can  be  ajjproved;  and  EPA  has  taken 
action  on  the  SlPs.  including 
promulgating  a  Federal  Implementation 
Idan.  if  appropriate.  The  court’s  clear 
instruction  to  EPA  is  that  it  must 
continue  to  administer  (]A1R  until  a 
“valid  re])lacement”  exi.sts,  and  thus 
r.AlR  nuluctions  may  be  relied  ujion 
until  the  necessary  actions  an;  taken  hy 
EPA  and  states  to  administer  (^AlR’s 
replacement.  Furthermore,  the  court’s 
instruction  ])rovides  an  additional 
backsto]);  by  definition,  anv  rule  that 
replaces  (]A1R  and  meets  the  court’s 
direction  would  nujuire  u|)wind  states 
to  have  SlPs  that  eliminate  significant 
contributions  to  downwind 
nonattainment  and  prevent  interference 
with  maintenance  in  downwind  areas. 

Further,  in  deciding  to  vacate  (kSAPR 
and  to  reciuire  EPA  to  continue 


administering  (]A1R.  the  D.(k  (Circuit 
emphasized  that  the  conseijuences  of 
vac;ating  (^AIR  “might  be  more  severe 
now  in  light  of  the  reliance  interests 
accumnlated  over  the  intervening  four 
years.”  EME  llonwv  CAtv.  888  F.3d  at  38. 
The  accumulated  reliance  intere.sts 
include  the  interests  of  states  who 
reasonahly  assumed  thev  could  relv  on 
reductions  a.ssociated  with  (’.AIR.  which 
brought  certain  nonattainment  areas 
into  attainment  with  the  NAAQS.  If  EPA 
were  prevented  from  relying  on 
reductions  associated  with  (^AIR  in 
nulesignation  actions,  states  would  be 
forced  to  impo.se  additional,  redundant 
reductions  on  top  of  those  achieved  by 
CAIR.  EPA  believes  this  is  precisely  the 
type  of  irrational  result  the  court  sought 
to  avoid  by  orilering  EPA  to  continue 
administering  (^AIR.  For  these  reasons 
also.  EPA  believes  it  is  ajipropriate  to 
allow  states  to  rely  on  ("AIR.  and  the 
existing  emissions  reductions  achieved 
hy  CAIR.  as  sufficiently  permanent  and 
enforceable  for  purpo.ses  such  as 
redesignation.  Following  promulgation 
of  the  re])lacenient  ruh!,  EPA  will 
review  SlPs  as  aiipropriate  to  identify 
whether  there  an;  anv  issues  that  neixl 
to  be  aildressed. 

In  light  of  these  unitpie  circumstances 
and  for  the  rea.sons  explaimul  above, 
lilPA  is  apj)roving  the  redesignation 
recjuest  and  the  related  .SIP  revision  for 
jefferson  and  .Shelby  (k)untie.s  in  their 
entinities  and  a  ])ortion  of  VValkiu’ 
County  in  Alabama,  inchuling 
Alabama’s  plan  for  maintaining 
attainment  of  the  2008  24-hour  PM^  s 
NA.'\Q.S  in  the  Birmingham  Area.  EPA 
continues  to  iinjilement  ("AIR  in 
accordance  with  current  direction  from 
the  court,  and  thus  C.MR  is  in  jjlace  and 
enforceable  and  will  remain  so  until 
substituted  by  a  valid  replacement  rule. 
Alabama’s  ,S1P  revision  lists  (’.AIR  as  a 
ct)ntrol  measure,  which  became  .state- 
effective  on  April  3,  2007.  and  was 
approved  by  EPA  on  October  1, 2007. 
for  the  purpo.se  of  reducing  .StT  and 
NO\  emissions.  The  monitoring  data 
uschI  to  demonstrate  the  Area’s 
attainment  of  the  2008  24-hour  PM^.s 
NAAQS  by  the  April  2010  attainment 
deailline  was  imi)acted  hy  ("AIR. 

II.  What  are  the  actions  EPA  is  taking? 

In  today’s  rulemaking.  EPA  is 
approving:  (1)  A  change  to  tin;  l(;gal 
designation  of  the  Birmingham  Area 
from  nonattainment  to  attainimint  for 
the  2008  24-hour  PM2.,‘i  NAAQS;  (2) 
under  (lAA  section  17.'iA,  Alahama’s 
2008  24-hour  PM^js  NA.^QS 
maintenance  ])lan,  including  the 
associated  MVEBs;  and  (3)  under  (-AA 
section  172(c)(3),  the  emissions 
inventorv  suhmitted  with  the 


maintenance  plan  for  the  Area.  The 
maintenance  plan  is  diisignetl  to 
demonstrate  that  tin;  Birmingham  Anui 
will  c;ontinue  to  attain  the  2008  24-honr 
PM2..-S  NAAC^S  through  2024.  EPA’s 
approval  of  the  redesignation  retpiest  is 
ba.sed  on  EPA’s  determination  that  the 
Birmingham  Area  meets  the  criteria  for 
redesignation  set  forth  in  CAA.  sections 
107(d)(3)(E)  and  17.1A.  including  EPA’s 
determination  that  the  Birmingham 
Area  has  attained  the  2008  24-hour 
PM2..S  NAAQS.  EPA’s  analyses  of 
Alahama’s  redesignation  recpiest, 
emissions  inventorv,  and  maintenance 
]dan  are  de.scribed  in  detail  in  the 
November  10.  2011.  proposed  rule  (78 
FR  70091). 

(Consistent  with  the  CAA.  the 
maintenance  plan  that  EPA  is  a])proving 
also  includes  2024  NOx  <ind  1^1^42.5 
MVEBs  for  the  Birmingham  Area.  In  this 
action.  EPA  is  ajiproving  the.se  NOx  and 
PM2..S  MVEBs  for  the  Birmingham  Area 
for  the  i)uri)ose.s  of  transportation 
conformity.  For  ixujuired  regional 
emissions  analysis  years  that  involve 
2024  or  beyond,  the  applicable  budgets 
will  be  the  new  2024  NOx  «ind  PM2‘i 
MVEBs. 

III.  Why  is  EPA  taking  these  actions? 

EPA  has  determined  that  the 
Birmingham  Area  has  attained  the  2008 
24-hour  PM2.5  NAAQS  and  has  also 
determined  that  all  other  criteria  for  the 
redesignation  of  the  Birmingham  Area 
from  nonattainment  to  attainment  of  the 
2008  24-hour  PM2 .s  NAAQS  have  been 
met.  .See  (CAA  section  107(d)(3)(E).  One 
of  those  recpiinunents  is  that  the 
Birmingham  Area  has  an  aj)])roved  ])lan 
demonstrating  maintenance  of  the  2008 
24-hour  PM2.,‘i  NAAQ.S.  EPA  is  also 
taking  final  action  to  a])])rove  the 
maintenance  ])lan  for  the  Birmingham 
Area  as  meeting  the  recjiiirements  of 
sections  17.‘5A  and  107(d)(3)(E)  of  the 
CAA.  In  addition,  EPA  is  aj)i)roving  the 
new  NOx  and  PM2.5  MVEBs  for  the  yiiar 
2024  for  the  Birmingham  Area  as 
contained  in  Alabama’s  maintenance 
plan  becan.se  the.se  MVEBs  are 
consistent  with  maintenance  of  the  2008 
24-honr  PM2..';  standard  in  the 
Birmingham  Area.  Finallv,  EPA  is 
approving  the  emissions  inventory  as 
meeting  the  retpiirements  of  section 
172(c)(3)  of  the  (CAA.  The  detailed 
rationale  for  EPA’s  determinations  and 
actions  are  set  forth  in  the  projjosed 
rnlemaking  and  in  other  di.scnssion  in 
this  final  rnlemaking. 

IV.  What  are  the  effects  of  these 
actions? 

Apj)roval  of  the  redesignation  recjuest 
changes  the  legal  designation  of  the 
Birmingham  Area  from  nonattainment 
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to  attainment  for  the  2008  24-hoiir  PM2.5 
NAAQ.S.  EPA  is  moilifving  the 
regulatory  table  in  40  CFR  81.301  to 
reflect  a  designation  of  attainment  for 
tlie.se  full  and  partial  counties.  ERA  is 
also  approving,  as  a  revision  to  the 
Alabama  SIP,  Alabama's  jilan  for 
maintaining  the  2000  24-iiour  PM^.s 
NAAQS  in  the  Pirmingham  Area 
through  2024.  The  maiutenance  ])lan 
includes  contingency  measures  to 
remedy  possible  future  violations  of  the 
2000  24-hour  PM2.5  NAAQS  and 
establishes  NOx  and  PM2,5  MVElJs  for 
the  year  2024  for  the  Birmingham  Area. 
Additionally,  this  ai;tion  ajiproves  the 
emissions  inventory  for  the  Birmingham 
Area  pursuant  to  section  172(c)(3)  of  the 
CAA. 

V.  Final  Action 

EPA  is  taking  final  action  to  approve 
three  sejiarate  hut  related  actions,  some 
of  which  involve  multijile  elements:  (1) 
The  redesignation  of  the  Birmingham 
Area  to  attainment  for  the  2000  24-hour 
PM2.5  NAAQS;  (2)  under  (lAA  section 
175A,  Alabama’s  2000  24-hour  PM2..S 
NAAQS  maintenance  plan,  including 
the  associated  MVEBs;  and  (3)  under 
CAA  section  172(c)(3),  the  emissions 
inventorv  submitted  with  the 
maintenance  jilan  for  the  Area.  The 
2000  24-hour  PKN.*;  maintenance  plan 
fertile  Birmingham  Area  includes  the 
new  2024  NOx  mid  PM2.5  MVEBs  of 
48.41  t]jd  and  1.21  tpd,  respectively. 
Within  24  months  from  the  effective 
date  of  EPA’s  adeipiacy  determination, 
the  transportation  partners  will  need  to 
demonstrate  conformity  to  the  new  NOx 
and  PM2..S  MVEBs  pursuant  to  40  CFR 
93.104(e).^ 

VI.  Statutory  and  Executive  Order 
Reviews 

Under  the  CAA,  redesignation  of  an 
area  to  attainment  and  the 
accompanying  approval  of  the 
maintenance  plan  under  CAA  .section 
107(d)(3)(E)  are  actions  that  affect  the 
status  of  a  geographical  area  and  do  not 
impose  any  additional  regulatory 
reciuirements  on  sources  beyond  tho.se 
reijiiired  by  .state  law.  A  redesignation  to 
attainment  does  not  in  and  of  itself 
impose  any  new  recpiirements,  hut 
ratlier  results  in  the  apjilication  of 
reciuiremenls  contained  in  the  (iAA  for 
areas  that  have  been  redesignated  to 
attainment.  Moreover,  the  Administrator 
is  required  to  apjirove  a  SIP  submission 
that  complies  with  the  provisions  of  the 
Act  and  ajiplicahle  federal  regulations. 
42  IJ.S.C.  741 0(k);  40  CER  52.02(a). 


Thus,  in  reviewing  SIP  sulnni.ssions, 
EPA’s  role  is  to  approve  state  choices, 
jirovided  that  they  meet  the  criteria  of 
the  CAA.  Accordingly,  this  action 
merely  approves  state  law  as  meeting 
federal  requirements  and  does  not 
inqiose  additional  re(|uirenients  beyond 
those  imposed  by  state  law.  For  these 
reasons,  these  actions: 

•  Are  not  a  “significant  regulatory 
action”  subject  to  review  hv  the  Office 
of  Management  and  Budget  under 
Executive  Order  128()0  (58  FR  51735, 
October  4,  1993); 

•  Do  not  impose  an  information 
collection  burden  under  the  provisions 
of  the  Paperwork  Reduction  Act  (44 
II.S.C.  3501  e/  .sey.); 

•  Are  certified  as  not  having  a 
significant  ec:onomic  impact  on  a 
substantial  numlier  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  001  e/  .s’w/.); 

•  Do  not  contain  any  unfunded 
mandate  or  significantly  or  uniquely 
affect  small  governments,  as  de.scrihed 
in  the  Unfunded  Mandates  Reform  Act 
of  1995  (Pul).  L.  104-4): 

•  Do  not  have  Eiuteralism 
im])lii:ations  as  sjiecified  in  Executive 
Order  13132  (04  FR  43255,  Augu.sl  10. 
1999); 

•  Are  not  an  economically  significant 
regulatory  action  based  on  health  or 
safety  risks  .subject  to  Executive  Order 
13045  (02  ER  19885,  y^jiril  23,  1997); 

•  Are  not  significaut  regulatory  action 
subject  to  Executive  Order  13211  (00  FR 
28355,  May  22,  2001); 

•  Are  not  suhjiict  to  reipiinanents  of 
Section  12(d)  of  the  National 
Technology  Transfer  and  Advancement 
Act  of  199.5  (15  U.S.O.  272  note)  because 
application  of  those  requirements  would 
he  inconsistent  with  the  CAA:  and. 

•  Do  not  provide  EPA  with  the 
discretionary  authority  to  address,  as 
appropriate,  disjirojiortionate  human 
health  or  environmental  effects,  using 
jnacticahle  and  legally  permissible 
methods,  under  Executive  Order  12898 
(59  FR  7029,  Fehruary  10,  1994). 

In  addition,  this  final  rule  does  not 
have  tribal  imjilications  as  specified  hv 
Executive  Order  13175  (05  ER  07249,  ' 
November  9,  2()()()),  because  the  SIP  is 
not  aj)])roved  to  a])j)ly  in  Indian  countrv 
located  in  the  State,  and  EPA  notes  that 
it  will  not  impose  substantial  direct 
costs  on  tribal  governments  or  preempt 
tribal  law. 

The  Ciongressional  Review  Act,  5 
IJ.S.C.  801  e/  SH(].,  as  added  by  the  Small 
Business  Regulatory  Iniforcement 
Fairness  Act  of  1990,  generally  provides 


that  before  a  rule  may  take  effect,  the 
agency  promidgating  the  rule  must 
submit  a  rule  report,  which  includes  a 
copy  of  the  rule,  to  each  House  of  the 
(Jongress  and  to  the  C.omptroller  Ceneral 
of  the  United  States.  EPA  will  submit  a 
report  containing  this  action  and  other 
reipiired  information  to  the  U.S.  Senate, 
the  U.S.  House  of  Representatives,  and 
the  Comptroller  Ceneral  of  the  United 
States  ])rior  to  |)uhlication  of  the  rule  in 
the  Federal  Register.  A  major  rule 
c:annot  take  effect  until  01)  (lavs  after  it 
is  published  in  the  Federal  Register. 
This  action  is  not  a  “major  rule”  as 
defined  by  5  U.S.C.  804(2). 

Under  .section  3()7(h)(l)  of  the  CAA, 
petitions  for  judicial  revienv  of  this 
action  must  he  filed  in  the  United  Stat(;.s 
Court  of  Appeals  for  the  ajijiropriate 
circuit  by  March  20,  2013.  Filing  a 
petition  for  reconsideration  by  the 
Administrator  of  this  final  rule  does  not 
affect  the  finality  of  this  action  for  the 
purjjo.ses  of  judicial  ri;vi(iw  nor  does  it 
(;xt(;nd  the  time  within  which  a  petition 
for  judicial  review  may  he  fihul,  and 
shall  not  jiostpone  the  effectiveness  of 
such  rule  or  action.  This  action  may  not 
he  challenged  later  in  proceedings  to 
enforce  its  r(K]uirements.  .See  section 
3()7(h)(2). 

List  of  Subjects 

40  CFU  Part  52 

Environmental  protection.  Air 
])ollution  control,  Incorjioration  by 
reference.  Intergovernmental  relations. 
Reporting  and  r(!cordk(ieping 
nuiuirements,  and  Particulate  matt(;r. 

40  CFU  Fail  01 

Environmental  protection.  Air 
pollution  control.  National  parks. 

Dated:  |anuary  9.  2013. 

Gwendolyn  Keyes  Fleming, 

Rv^kmal  Achninisircitor.  Ragion  4. 

40  CFR  parts  52  and  81  are  amended 
as  follows: 

PART  52— [AMENDED] 

■  1 .  The  authority  citation  for  jiart  52 
continues  to  rt;a(l  as  follows: 

Aiilhority:  42  IJ.S.tJ.  7401  (4 

Subpart  B — Alabama 

■  2.  .Section  52.5()(e)  is  amended  hv 
adding  a  new  (mtry  for  “2000  24-hour 
PM2.5  Maintcmance  Plan  for  the 
Birmingham  Area”  at  the  end  of  the 
table  to  read  as  follows: 


-Till!  a(l(;(|ua(:y  fiiuting  tKicomes  (ilToelivc!  ii])i)n 
tin:  dale  ol  |)ul)ti(:ati()n  oi'lliis  notice  in  the  Federal 
Register.  40  CFK  !):i.n«(l)(2)(iii). 
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§52.50  Identification  of  plan.  (o)  *  *  * 

it  ic  "k  -k  "k 


EPA-Approved  Alabama  Non-Regulatory  Provisions 


Name  of  non-regulatory  SIP 
provision 

Applicable  geographic  or 
non-attainment  area 

State  submittal 
date/eftective 
date 

EPA  approval  date 

Explanation 

2006  24-hour  PMj  s  Mainte¬ 
nance  Plan  for  the  Bir¬ 
mingham  Area. 

Birmingham  PMj  s  Nonattain¬ 
ment  Area. 

6/17/10 

1/25/13  [Insert  citation  of 
publication). 

* 

PART  81— [AMENDED] 

■  3.  The  authority  citation  for  ])art  81 
continues  to  read  as  follows: 
Aiilhitrily:  42  ll.S.tL  7401  at  s(Uj. 


m  4.  In  §  81.301 .  the  table  entitUul 
“Alabama — PMi  5  (24-hour  NAAQS)”  is 
amended  under  “Birmingham,  AL“  by 
revising  the  entries  for  “Jefferson 
County”,  “.Shelby  County",  and 


“Walker  (bounty  (part)”  to  read  as 
follows: 

§81.301  Alabama. 


Alabama— PM2.5  (24-Hour  NAAQS) 


Designation  area 


Designation  for  the  1997  NAAQS 


Designation  for  the  2006  NAAQS® 


Date  ’ 


Type 


Date  2 


Type 


Birmingham,  AL: 

Jefferson  County  .  Unclassifiable/Attainment  This  action  is  effective  1/25/13  ....  Attainment. 

Shelby  County  .  Unclassifiable/Attainment  This  action  is  effective  1/25/13  ....  Attainment. 

Walker  County  (part).  The  Unclassifiable/Attainment  This  action  is  effective  1/25/13  ....  Attainment. 

area  described  by  US. 

Census  2000  block  group 
identifiers  01-127-0214-5, 

01-127-0215-4,  and  01- 
127-0216-2. 


®  Includes  Indian  Country  located  in  each  county  or  area,  except  as  otherwise  specified. 
’  This  date  is  90  days  after  January  5,  2005,  unless  otherwise  noted. 

^This  date  is  30  days  after  November  13,  2009,  unless  otherwise  noted. 


4;  A  4c  4; 
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BILLING  CODE  6560-50-P 


DEPARTMENT  OF  COMMERCE 

National  Telecommunications  and 
Information  Administration 

47  CFR  Part  301 

[Docket  No.  120620177-2445-02] 

RIN  0660-AA26 

Relocation  of  and  Spectrum  Sharing 
by  Federal  Government  Stations — 
Technical  Panel  and  Dispute 
Resolution  Boards 

AGENCY:  National  Tel(H:()mimmi(:ations 
and  Information  Administration, 
(iommorco. 

ACTION:  Final  rule. 


SUMMARY:  The  National 
Telecommunications  and  Information 
Administration  (NTIA)  adojits 


regulations  governing  the  Technical 
Panel  and  disjnite  re.solntion  jiroce.ss 
established  by  CYmgress  to  facilitate  the 
relocation  of,  and  spei:trum  sharing 
with,  U.S.  Government  stations  in 
spectrum  liands  reallocated  from 
Federal  use  to  non-Feileral  use  or  to 
shared  u.se.  This  action  is  neces.sary  to 
ensure  the  timely  relocation  of  Federal 
entities’  spectrum-related  operations 
and,  where  ajiplicahle,  the  timely 
imjilementation  of  arrangements  for  the 
sharing  of  radio  frequencies. 
•Specifically,  this  action  implements 
certain  additions  and  modifications  to 
the  NTIA  Organization  Act  as  amended 
by  the  Middle  Cla.ss  Tax  Relief  and  Job 
(Creation  Act  of  2012  (the  Tax  Relief 
Act).  As  retiuired  by  the  Tax  Relief  Act, 
this  rule  has  been  reviewed  and 
ajiproved  by  the  Director  of  the  Office 
of  Management  and  Budget  (OMB). 
DATES:  These  regulations  become 
effective  Fehruary  25,  2013. 

ADDRESSES:  A  conqilete  set  of  public 
comments  filed  in  resiionse  to  the 
Notice  of  Proposed  Hulenuiking  is 


available  for  public  inspection  at  the 
Office  of  the  Chief  Counsel,  National 
Telecommunications  and  Information 
Administration.  Room  4713,  l].,S. 
Department  of  Commerce,  1401 
(Yinstitntion  Avenue  NVV.,  Washington, 
D(',.'  The  jmblic  comments  can  also  be 
viewed  electronically  at  http:// 
ww'w.ntio.doc.gov/fedeial-register- 
notice/ 20 1 2  /comments-technical-panel- 
and-dispute-resolution-boord-nj)nn. 

FOR  FURTHER  INFORMATION  CONTACT: 

Milton  Brown.  N'flA.  (202)  482-1810. 

SUPPLEMENTARY  INFORMATION: 

Authority:  National  Toloconnmmicalions 
and  Inlonnation  Administration  Organization 
Act.  47  U..S.O. !)()!  el  seq.,  as  aimimlcHl  liy  the 
Middle  (]lass  Tax  Kcdief  and  Job  Creation  Act 
ol  2012.  Pnb.  L.  1 12-00.  Title  VI,  .Sid)titl(!  O. 
120  .Slat.  245  (Feb.  22.  2012)  (47  U..S.(;. 
02:t(g)-(i).  028). 


'  See  Relocation  ol  anil  .S|)eclrum  .Sharing  by 
Federal  Covermninit  .Stations — I'echnical  I’anel  and 
Dispute  K(!Solntion  Hoard.  S’otice  of  Proposed 
Itiileinokin".  Dock(!t  No.  1  lllli27;t.'j7-2200-():c  77 
FR  410.50  (inly  17.  2012)  (,\7YiA/). 
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I.  Background 

The  Tax  Relief  Act  amended  tlie  NTIA 
Organization  Act  to  expand  tlie  ty])e.s  of 
costs  for  vvhicli  Federal  agencies  can  be 
reimbursed  from  the  Spectrum 
Relocation  Mind  (Fund},  which  the 
Oommercial  Sjiectnim  Fnhancement 
Act  ((\SFA)  originallv  estalili.shed  in 
2004.^  The  changes  made  by  the  Tax 
Relief  Act  permit  Federal  agencies  to 
receive  funds  for  costs  associated  with, 
among  other  activities,  the  planning  for 
Federal  Communications  (Commission 
(FC(C  or  Commission)  sjiectrum  auctions 
and  relocations,  spectrum  sharing,  the 
use  of  alternative  technologies,  the 
replacement  of  existing  equipment  with 
state-of-the-art  .systems,  and  the 
re.search,  engineering  studies  and 
economic  analyses  conducted  in 
connection  with  spectrum  sharing 
arrangements,  including  coordination 
with  auction  winners.'*  Other 
improvements  in  the  .statute  facilitate 
better  transparency,  coordination,  and 
predictability  for  bidders  in  FCC 
spectrum  auctions  and  the  ultimate 
winners  of  those  auctions  through,  for 
examjjle.  a  new  requirement  that  NTIA 
puhlish  the  agencies’  transition  jilans  on 
N'l’lA’s  Wet)  site  at  least  120  days  before 
the  commencement  of  the 
corresponding  F(X',  auction,  with  the 
exce])tion  of  classified  and  other 
.sensitive  informat  ion.-* 

In  addition,  the  Tax  Relief  Act;  (1) 
Sj)ecified  the  content  of  transition 
plans,  following  a  “common  format,” 
for  Federal  agencies;  (2)  established  a 
mec:hani.sm  to  review  the  sufficiency  of 
such  ])lans  by  an  expert  Technical 
Panel;  and  (3)  created  a  dispute 
re.solution  process  through  which 
disagreement  that  may  ari.se  over  the 
execution,  timing,  or  cost  of  transition 
plans  can  he  resolved  by  dispute 
re.solution  hoards.’’ 

On  July  17.  2012,  NTIA  i)uhlished  an 
NPB^4  in  the  Federal  Register, 
pro])o.sing  regulations  to  govern  the 
oi)eration  of  the  Technical  Panel  and  the 
workings  of  any  dispute  resolution 


.S'cff  Middli!  (lass  Tax  Koliof  and  jobs  (',r(!ati()n 
Act  ot2()12.  I’ul)li(:  Law  1 12-i)().  soctioiis  (>701- 
(i7():i.  12(i  ,Slat.  24.S  (Kol).  22.  2012)  (aiiUMidins. 
among  otiior  provisions,  snctions  1  Kl(g)-(i)  and  1  IS 
otilu!  NTIA  Organi/.ation  Act.  coditiod  at  47 
()2:i  anil  028).  Tliroiigli  tho  (’..SKA.  onaotod  in 
Ooooinlior  2004,  (iongross  ainondod  llio  N'I’IA 
Organization  Ai:l  lo  provido.  among  otimr  things, 
lor  till!  costs  associated  with  relocation  otL'ederal 
entities’  spectrum-dependent  operations  to  he 
reimhursed  from  the  |)roceeds  of  spectrum  auctions. 

■*.S’ee47  IL.S.O.  i)2:i(g)(:!)  (relocation  or  sharing 
costs  definiul). 

•'47  IJ..S.(;.  02:i(h)(.S)-(7). 

-•47  IL.S.C.  02:i(h)(2).  (h)(:i),  (i).  NTIA  is 
imiilementing  separately  other  provi.sions  regarding 
the  consideration  and  |)rotection  of  classified  and 
other  sensitive  information  contained  in  agency 
transition  plans.  .See  47  IL.S.C.  <.)2:i(h)(7)  and  !)2‘). 


hoard.s  that  would  adjudicato  di.sputos, 
.should  any  ari.so.  hntwoon  non-Fndoral 
ti.sors  and  Fodoral  ontitios  during  the 
transition  period.  NTIA  sought 
comment  from  the  public  on  the 
])roj)o.sed  regulations  and  several  issues 
rctlated  to  implementation,  and  received 
six  public  comments.'* 

II.  Discussion 

A.  Oven’iaw 

NTIA  adopts  the.se  regulations 
])ur.snant  to  jiaragrajihs  (h)(3)(D)  and 
(i)(8)  of  section  113  of  the  NTIA 
Organization  Act.''  Specifically,  NTIA 
codifies  part  301  of  its  regulations  in 
Title  47  of  the  (Xide  of  Federal 
Regulations.  Suhjiart  A  .sets  forth  the 
overall  pnrjiose  for  the  new  regulations. 
int:lndes  the  proposed  cross-reference 
for  informational  jiurposes,  and  defines 
certain  terminology  used  throughout  the 
regulations.  None  of  the  jnihlic 
comments  addressed  the  proposed  rule 
in  .Suhpart  A,  which  is  adopted  as 
])ropo.sed,  excejit  for  non-suh.stantive  or 
minor  changes  consi.stent  with  the 
statutory  language. 

Suhjiart  B  contains  regulations 
governing  the  ojierations  of  the 
Technical  Panel  estahli.shed  hy  the  Tax 
Relief  Act.  Suhjiart  Cl  of  the  final 
regulations  jirovides  a  basic  framework 
under  whic:h  fair  and  rajiid  resolution  of 
any  disjintes  over  the  execution,  timing, 
or  cost  of  transition  jilans  may  take 
jilace. 

B.  T(^chiiicnl  Pone/ 

Sections  301. lOO  through  301.130  of 
the  final  regulations  cover  matters 
related  to  the  memhershiji,  organization, 
and  basic  ojierations  of  the  Technical 
Panel.  Mo.st  of  the  commenters 
addres.sed  the  jirojiosals  related  to  the 
(jualifications  of  the  members  of  the 
Technical  Panel  and  jiotential  measures 
to  jirevent  delay.s  in  the  c:onnnencement 
of  FCC  sjiectrum  auctions.  In  resjionse 
to  the  comments,  NTIA  clarifies  the  text 
of  the  rule  to  ensure  that  the  three 
ajijiointing  agencies  have  the  flexibility, 
consi.stent  with  the  statute,  to  apjioint 
members  with  ajijirojiriate  and  relevant 
exjierti.se  and  (jualifications.  NTIA 
rejects  the  recommendations  hv  some 
commenters  to  curtail  the  statutory 
deadlines  for  the  snbmi.ssion  or 
resnbmi.ssion  of  the  Federal  entities’ 
transition  jilans.  These  issues  are 
discussed  in  more  detail  helow. 


'•  Sov  ('.oinmonts  of  ATfiT  .Son  icos.  Inc.  (ATfiT): 
(lomnicnls  of  OTIA — Tlui  Wirolnss  A.ssociiilion 
((;T1A):  Ooininonts  of  Lricsson.  Inc.  (Lrics.son); 
Comincnis  of  .Sipiiro  .Sanders  (ILS)  LI. I’  (.Sipiiro 
.Sanders):  Ooinnienls  of  The  Teleconnnnnications 
Indiislrv  Association  (TIA):  (iomments  of  T-Mohile 
D.SA.  Inc.  (T-Mohile). 

M7  1I..S.C.  ;i2:{(h)(:{)(n).  (i)(8). 


1 

L 


Meinhf^rship  Qualifications.  Pursuant 
to  the  statute,  the  Technical  Panel  shall 
he  comjiosed  of  three  members,  to  be 
ajijiointed  as  follows;  (1)  One  member  to 
be  ajijiointed  by  the  Director  of  OMB; 

(2)  one  member  to  be  ajijiointed  by  the 
Assistant  Secretary  of  (Commerce  for 
('.onnnnnications  and  Information 
(Assistant  Secretary);  and  (3)  one 
member  to  be  ajijiointed  bv  the 
Chairman  of  the  FCC."  Each  member 
“shall  be  a  radio  engineer  or  a  technical 
exjiert,”  the  term  of  each  member  shall 
he  18  months,  and  no  individual  may 
serve  more  than  one  con.secntive  term." 
The  statute  also  jirovides  that  the 
“members  of  the  Technical  Panel  shall 
not  receive  any  comjiensation  for 
.service  on  the  Technical  Panel.” 
However,  if  any  member  is  also  an 
“emjilovee  of  the  agency  of  the  official 
that  ajijiointed  such  member  to  the 
Technical  Panel,  comjiensation  in  the 
member’s  cajiacity  as  such  an  emjiloyee 
.shall  not  be  considered  comjiensation 
under  (this  jirovisionl.”  " 

NTIA  also  jirojiosed  that  the  Assistant 
Secretary,  in  consultation  with  OMB 
and  the  (kimmission,  would  have  the 
discretion  to  rcujuire  additional 
(jualifications  for  one  or  more  members 
of  the  Technical  Panel  to  ensure  their 
timely  ajijiointment,  committed  service, 
and  efficient  disjiatch  of  business.'^  For 
examjile,  dejiending  on  the  nature  of  the 
Federal  systems  likely  to  be  the  subject 
of  agency  transition  jilans,  NTb\ 
jirojio.sed  that  the  Assistant  Secretary 
could  nujnire  that  the  memhers  have 
ajijirojiriate  and  iqi-to-date  .security 
clearances  to  enable  access  lo  any 
classified  or  other  sensitive  information. 
(Aimmenters  addressing  the  jiotential 
security  clearance  nujuirement  generally 
siqijiorted  it.*  * 

NTIA  jirojiosed  that  the  Assistant 
Secretary  coidd  rrujuire  that  one  or  more 
Technical  Panel  members  be  Federal 
emjiloyees  as  defined  in  5  U.S.C. 
21().5(a).  Several  commenters  argued  that 
the  regulations  .should  not  re.strict 
membershiji  of  the  Technical  Panel  to 
only  Federal  emjiloyees. '•*  Some  jiarties 
asserted  that  imjiosing  such  a  restriction 
would  be  inconsistent  with  the  statute 


'‘.St:i,'47  IL.S.C.  <i2:t(li)(;t)(ti)(i). 

■'47  ILS.C.  !l2:Uli)(;i)(l!)(ii).  (iv). 

'"47  U.S.C.  <l2:i(h)(,'))(H)(vi). 

' '  Id. 

Sea  yPIIM  ill  4  HLSH-.S!).  41118:1. 

' '  .Src  TIA  Ciiinnuinls  ill  .1  (“Ailililioniil  inininiiil 
rixpiininuMils  nol  conliiinvd  in  Iho  law.  such  as 
having  ii  sncitrily  clcaranci!.  sniiins  a  highly 
iulvanlagiauis  chariicicrislic."):  T-Mohiln  Connncnls 
ill  7  ("|T|lu!  proposial  rules  iippriiprialely  allow 
NTIA  lo  roipiiro  luemhers  olTho  Tochniciil  I’iinol  lo 
hiivi!  iippro|)riiil(!  and  curroul  securily  cloiiraiicos."). 

"  .Sec  .\TltT  Couuuonis  al  (>:  CTIA  Couiiueuls  ill 
.S:  Kricsson  Coiuuieuls  ill  :i:  TIA  Couuuouls  al  .S;  T- 
Mohilo  Coiuiuenls  al  (i-8. 
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and  that  the  purposes  of  the  statute 
would  he  hett(ir  served  l)y  not 
preemptively  excluding  all  available 
expertise  outside  the  U..S. 

(Jovernment.''*  AT&T  and  TIA  argue,  for 
exam|)le,  that  by  excluding  tho.se 
outside  of  government,  the  a|)])oinfing 
agencies  would  have  fewer  (pialified 
candidates  with  relevant  experience  to 
consider."*  T-Mohile  states  that 
“|r|epresentatives  from  the  private 
.sector  in  general,  and  from  potential 
bidders  in  ])articular,  will  he  in  the  best 
position  to  determine  if  the  information 
in  the  transition  plans  is  sufficient  for 
j)ro.spective  spectrum  holders."  Two 
j)arties  suggest  that  the  regulations 
should  specify  that  at  least  one  memher 
of  each  Technical  Panel  he  from  the 
commercial  sector  and  have  experience 
with  commercial  networks."'  T-Mohile 
notes  that  experts  in  the  ])rivate  .sector 
"regularly  obtain  .security  clearances  to, 
for  (!xamj)le.  work  as  government 
contractors." 

NTIA  disagrees  with  the  commenting 
|)arties’  characterizations  regarding  the 
propo.sed  additional  (pialifications 
Ixivond  the  "radio  migineer  or  technical 
expert"  and  .security  clearance 
nuiuirement.  It  ajjjjears  that  the 
commenters  misinterjneted  or 
misunderstood  the  language  and 
pur|)ose  of  the  projjoscul  rule,  which 
was  prefaced  with  the  following 
language;  “The  Assistant  S(!cretary.  in 
consultation  with  |the  Director  of|  OMP 
and  the  (diairman  of  the  (^onnni.ssion, 
/nov  impo.se  additional  (pialifications  for 
one  or  more  memhers  of  the  Technical 

'■"'.S'(!('(rriA  (AiinnuMils  nl  it  (slatiiif;  llioii!  is  lui 
riHiiiiroiiUMit  in  tli(!  Tax  RiHiiH  .Xcl  llial  initinlxirs  of 
IIk!  T(!(:lini(uil  I’aiuil  ba  Tadtaal  (MiiployiHvs  and  such 
an  nniconu!  would  rosult  in  tin;  Paiud  not  liavin^ 
any  (ixpartist?  outside  olTlu!  i•■l!d(!ral  onliticss' 
|X!i'spi!(:tiv<!):  ATK'I'  (ionnnants  at  (i  ("Tlu!  statute; 
respiiros  only  tliat  a  nKunbar  be  'a  radio  (Uiainoor  or 
a  l(M:bni(:al  (expert.'  not  that  she  be  a  |I-'|ederal 
employee");  Kric.sson  (lonnnents  at  ;t  (areuine  the 
statute  does  not  (unpower  NTIA  to  add  iKsw 
(lualillcation  nupiirenumts.  but  it  docis  allow  (each 
appointing  ofticial  to  d(!t(!rinini!  whetluir  to  appoint 
a  luxlieral  lanploveu!.  a  stale;  (;ne|)lov(;(;.  or  an  (;x|)(;rl 
Irone  the;  private;  sex:teir).  Krieesseen  neitees  tleeit  ii  prieer 
elratt  eettbe;  bill  woeeld  have  reH|uii'e;el  that  the; 
i(ppe)inte;e  neit  be;  "e;in|)le)ve;d  bv.  eer  a  |)aid 
ceensultant  to.  eirey  ^'(;ele;rid  eer  .Steele;  {•eeveerneneenlal 
a};e;ne:y"  anel  eerenees  that  by  eeenillin};  Ibeit  limileetiein 
in  the  I'inal  versieen  (ieeneress  reeenoveed  a  sliie:l 
limilalieen  een  (eligibility  and  insleeeed  geeve;  the; 
appointing  otlicials  the;  lleexibilitv  to  appoint  the; 
neo.sl  epiedilieed  peeisons.  reegarellee.ss  oT  lleeeir 
(employers.  .S'ev  id.  eet  Ii  n.K  (citing  H.K.  ;tl)l‘l.  1 1  Ith 
Oeng..  Isl  .See.ss..  .Seec.  2(b)  Oeene;  24.  2()()!l)). 

.Seec  ATixT  Oommeeets  at  (i:  'I'lA  Commeenis  eel  4- 
.S  ("NTi,\  should  (encourage;  (earlicipation  Irom 
reepreeseeeelalivees  with  both  the;  neseeessen  v  expeeilise;  to 
leeerlorm  theeir  dutiees.  but  also  who  can  reemain 
impailieil  wbeen  reesolving  disputees  beetwesen  I'eedeeial 
eend  non-l-'eedeeral  (eeerliees."). 

'^T-Mobile  Commeenis  at  (>-7. 

"*  .Se;e  (D'lA  (kinnneails  eel  .S:  T-Mobile;  (lomments 
at  (). 

'*'T-M((bile  (kemments  at  7. 


PcUiol  (IS  (tw  iwcassdiv  j)ursii(int  to 
section  1 13(<>}l(i)  of  tin;  NTIA 
Organization  Ac/.”-"  'I’lio  cros.s- 
ntfcntnctul  provision  stntos  that  “NTIA 
shall  take;  such  actions  as  nocossary  to 
onsnre  tlu;  timely  ntlocation  of  Fodieral 
(;ntiti(;s’  sp(;ctrum-ri;lat(;d  opttrations 
from  lt;ligihl(;|  fnttputneitts  *  *  *  to 
fr(;(pu;nci(;s  or  facilities  of  companihle 
capability  and  to  ensure  the  timely 
implementation  of  arrangenu;nts  for  tlu; 
sharing  of  leligihlel  i'r(;(pu;nci(;s." As 
noted  above,  the  purpost;  of  tlu;.se 
additional  (jualifications  for  the  panel 
memhers  is  to  “ensure  tlu;ir  timely 
appointment,  committed  s(;rvice,  and 
efficient  dispatch  of  business." 3’hus, 
the  pro]K)sed  rule  is  consistent  with  the 
statutory  sclu;me. 

Although  NTIA  di.sagrees  with  the 
parties’  stidutory  arguments,  N'flA  did 
not  intend  to  ])r(;(;m])tively  (;xchute  all 
(pialified  and  availalile  (ixperts  outsidi; 
the  II.S.  Government  to  serve  on  the 
T(;chnical  Panel.  'Fhenifore.  NTIA 
clarifies  the  text  of  the  rule  to  ensure 
that  the  thnie  appointing  ag(;n(:i(;s  luive 
the  flexibility,  c()nsist(;nt  with  the 
statute,  to  appoint  memhers  with 
appropriate  and  relevant  (ixpertise  and 
(pialifications.  Such  exjierti.se  may  r(;lat(; 
to  commercial  syst(;ms  and  networks, 
hut  it  may  also  include  (;xj)(;ri(;nc(;  in 
national  security,  law  enforcement,  or 
public  .safety  matters  or  Federal  syst(;ms. 
To  the  extent  th.it  a  panel  memher  is 
from  the  private  sector,  the  final  rule 
provides  that  such  memher  would  have 
to  lx;  a  “Sp(;cial  Government  Finploviu;  ” 
as  defined  in  18  IJ.S.G.  2()2(al.  which, 
according  to  the  Office  of  Government 
Ethics,  is  a  cat(;g()ry  of  Federal 
emj)l()y(;es  created  by  (kmgress  as  a  wav 
to  a])])ly  certain  conflict  of  interest 
nKpiirements  to  c(;rtain  experts, 
consultants,  and  otluir  advisers  who 
serve  the  government  on  a  temjiorary 
basis.--' 

As  r(;(piir(;(l  by  the  statute,  tlu; 
r(;spectiv(;  ag(;ncy  h(;a(ls  of  NTIA,  the 
FGG,  and  OMB  ap]K)int(;(l  tlu;  initial 
thr(;(;  nu;ml)(;rs  of  the  T(;(:hnical  Panel.--' 

^".S'eee;  .\7'/{.\/ eel  4  l<H):i  ((;iu|)lii(sis  i((l(l(;(l). 

47  ll..S.{;.  !l2.'l(g)((>).  NTIA  .else)  u()t(;.s  ibeet 
s(;(:li()n  ()(Hi:t(b)(2)  eel  the;  Teex  K(;li(;l  Act  |)i-()vi(l(;s  Ibe; 
Assistiuet  .S(;(:i-(;(;(i-y  (;x|)li(:il  iiutbeieity  lee 
"pieueuelgiete;  such  i-(;giiliili()ns  ee.s  iue;  n(M:(;ssi(|-y  tee 
iiu|)l(;iu(;iil  eeuel  (;ul()i-(:(;  eeeev  piovisiein  eet  this  litle; 
tbiit  is  (;xpi-(;.ssly  i-e;(piir(;el  lee  be;  (:<(n-i(;(l  out  by  the; 
Assistant  ,S(;(T(;li(i-v."  I’ublie:  l,aw  1 12-‘Hi,  Title;  VI. 
s(;(:li()n  (i()ti:i(b)(2)  (47  Ib.S.C.  I4(i:i(b)(2)). 

.\rit.\l  Hi  4i‘l,SB. 

- ‘.S'eee;  /i///j.-/'/((-u  ((-.og(;.gfe('/7'()/e;(.-.s-/.S’(;/(.'('/(.'f/- 
Emptowas/ . 

^->.S'('e;47  tl..S.(;.  <)2:t(b)(:i)(li)(i).  Allleeiugb  N'l'IA 
pi-(ip()S(;(l  in  the;  \'l’l!\t  tleeit  Ibe;  appointing  ag(;n(:i(;s 
could  consiele;!-  aelelilional  epialiiications  loi-  one;  oi- 
inore;  iu(;inb(;i-s  of  Ibe;  Teaelenical  Pane;!.  Ibe;  AssislanI 
.S(;(;r(;lary  did  not  s(igg(;.sl  any  foe-  the;  initial  slate;  of 
in(;inb(;rs.  I l(iw(;v(;i-.  he;  i-(;(:(inin((;nd(;d  Ileal,  in  light 


For  memhers  ajipointed  in  the  future  to 
fill  (expired  or  vacant  .seats  on  the  panel, 
N'l'IA  plans  to  exercis;;  its  disenetion 
under  .section  301.1  ()0(l))(2)  of  the  rnh; 
to  C()nsi(l(;r  whetluer  to  add  r(;(ptir(;nu;nt.s 
based  on  the  characteristics  of  the 
luederal  and  non-Federal  sy.stems  that 
ar(;  likely  to  he  the  sul)j(;ct  of  agency 
transition  plans  for  the  forthcoming 
term. 

N'l'IA  also  modified  the  r(;gulati()ns  to 
relFect  that  the  A.ssistant  S(;(:r(;tary’s 
appointment  will  he  accompanied  by 
the  Secnetary  of  (^omnuerce’s  approval. 
'Fliis  change  is  consistent  with  the 
Appointments  (danse  of  the  United 
States  Gonstitution.*'-'’ 

Haviaw  of  Transition  Plans.  'Flu; 
])rimary  role  of  the  'Fechnical  Panel  is  to 
review  (;ach  Imderal  entity’s  transition 
])lan  and  report  on  its  sufficiency.  'Flu; 
panel  has  30  days  to  conduct  its  review 
and  issue  a  report  to  N'FIA  and  the 
submitting  agency  after  that  agency 
submits  its  i)lan.  As  N'FIA  ob.served  in 
the  NPIIM,  a  potential  proc(;(biral 
dilemma  would  he  jjre.sented  if  the 
'F(;chnical  Panel  concludes  that  an 
initial  plan  is  not  sufficient.^"  'Flu; 
iVP/fA/ suggest;;;!  a  number  of  ojjtions 
that  N'FIA  and  the  ITX'.  could  consid;;!- 
under  these  circumstances,  including 
the  po.ssible  delay  of  the  auction  start 
date  until  tlu;  ag(;ncy  can  submit,  and 
tlu;  'F(;cbni(:al  Panel  can  review,  a 
r(;vis(;(l  transition  plan.^^ 

S(;v(;ra!  commenters  ob.serv;;;!  that  the 
.statutory  time  franu;s  provide  a 
relatively  short  jieiiod  for  the  ])an(;l  to 
conduct  its  ass(;ssm(;nt  of  transition 
plans.-"  Most  of  the  commenters  urged 
that  NTIA,  to  tlu;  extent  possible,  ensure 
that  consideration  of  transition  ])lans 
not  delay  scheduled  F(X]  auctions. 
es|)(;cially  wh(;n  a  .statutory  (l(;a(lbn(; 
appli(;s  to  particular  auctions.  'Flu; 
parti(;s  suggested  alternative  options 
such  as  r(;(|uiring:  (1)  Direct 
communications  or  meetings  b(;tw(;(;n 
tlu;  'F(;(:hnical  Panel  and  an  agency 
during  the  9()-(lay  resuhmission  jjeriod; 
(2)  notification  to  the  FGC;  if  no 
resolution  is  jiossihle  during  the 
r(;submission  period;  or  (3)  submission 

eefllie;  sb()i-|  lineeefi-eiiiie;  (iie(i(;i- wbich  Ibe;  iiiilieil  piine;! 
l(l(■lllb(;|-s  biiel  lei  be;  lie  pleice;  eiloiig  wilb  Ibe; 
(;x(;iiipli()ie  lee  Ibe;  ii(i-(:oieipi;nsiili()ii  preivision 
(:()ii(iiiii(;(l  ill  47  U..S.C.  <l2:i(li)(:i)(H)(vi).  (;iie:li  eigeiiicy 
li(;ii(l  iippeiiiel  ei  (:(ii-|-(;iil  l''(;(i(;r<il  (;nipi(i\-(;(;  lleeil  is 
(;in|)l(iy(;(l  by  Ibe;  iig(;ne:y.  .S'(;e;  beilleirs  fioin  (be;  Hon. 
I.;iwi-(;n(:(;  K.  .Sliie-.kling.  Assisleinl  .Socieiliiiy  for 
Coiiiiniiniceilion.s  eiiiel  Inforniiilion  lo  Ibe;  Hon. 

)(;ffi-(;y  Zi(;nls.  Aoling  OMH  Dir(;(:loi-  einel  llie;  I  Ion. 
Iiilins  (;(;n!i(:liowski.  I‘'(X;  Clieiiineiin  (Aug.  (i.  2(112). 

^"•II..S.  CON.ST.  <11-1.  II.  s(;(:.  2.  cl.  2. 

.S'e.'c  A77t.\/ (It  41<l,')!l. 

-’7  Id. 

.S'ce;  AT&T  (ioneincnts  nl  5-.  (iTlA  (ioniineinis  <it 
(i-7;  l-iricsson  (ioinneonls  eil  4:  'I'lA  (iennineints  al  7: 
T-Mobile;  Coinineinis  at  If-.S. 


Federal  Register /Vol.  78,  No.  17 /Friday,  January  25,  2013 /Rules  and  Regulations 


5313 


or  r(;sul)mis.sion  ot  agency  transition 
plans  earlier  than  the  statute’s 
deadlines. 

NTIA  rejects  the  connnenters’ 
recommendations  for  shortening  the 
.statutory  dijadlines  for  the  snhmission 
of  ]'’ederal  entities’  transition  j)lans. 
While  NTIA  mav  em])loy  under  certain 
circumstances  and  at  its  discretifni  other 
suggestions  to  im|)rove  interactions 
between  the  Technical  Panel  and  the 
agencies,  no  modification  to  the 
proposed  rule  is  necessary  to  imj)lement 
the  statute’s  provisions  on  the 
preparation  of  transition  plans.  In  order 
to  ensure  timely  and  focused  review  of 
transition  i)lans  hy  the  Technical  Panel, 
the  regulations  pro])osed  in  the  NPRM 
and  adopted  herein  confine  the  .scope 
and  content  of  the  panel’s  initial  and,  if 
necessary,  suhseciuent  reports  to  those 
assessments  and  findings  specifically 
recpdred  under  the  statute.  In  addition, 
in  the  event  the  Technical  Panel’s  initial 
ujport  concludes  that  the  Federal 
entity’s  transition  ])lan  is  insufficient, 
the  report  shall  also  include  a 
description  of  the  si)ecific  information 
or  modifications  that  are  necessarv  for 
the  Federal  entity  to  include  in  a  revised 
transition  plan.  To  avoid  a  continuous 
loop  of  hack  and  forth  hetween  the 
agencies  and  the  Technical  Panel,  the 
proposed  and  final  regulations  j)rovide 
that  the  panel’s  su])plemental  re])ort 
.shall  he  limited  to  the  issues  identified 
in  its  initial  rejiurt. 

As  noted  in  the  NPRM.  NTIA  will  akso 
|)rovide  guidance  to  the  Federal  entities 
in  the  revised  Annex  ()  of  the  NTIA 
Manual  and  other  assistance  to  lielp 
ensure  that  each  initial  transition  plan 
contains  the  information  required  hy  the 
statute.-*"  While  it  is  not  nece.ssary  to 


S(!(!  A'l'fvT  C^ominoiils  at  .S  ("NTIA  .sliould  aitlKir 
i'(!(|uii'(!  dial  a^ancins  .submit  thair  initial  transition 
plans  aarliar  than  241)  clavs  ))rior  to  tha  auction,  or 
that  thav  submit  a  ravisad  transit iou  plan  no  latar 
than  (it)  (lays  all(!r  tha  Tachnical  I’anal  finds  its 
initial  plan  insulficiant."):  (ITIA  (iommants  at  (i 
(suss<!sting  NTIA  racpiira  a"(!ncias  to  submit 
transition  |>lans  no  latar  than  27(1  davs.  instrsul  of 
240  days,  hafori!  commancanuMit  of  any  auction): 
liricsson  (iommants  at  4  (arf^uin;*  that  NTIA  should 
racpiirc!  an  a}>ancv  to  ra-lilo  plan  with  an  urgancv 
so  as  not  to  dalay  tha  auction):  T-.Vlohila  Commants 
at  .'■>-(). 

“’Two  commantars  urga  ,NTI;\  to  racpdra  a  graatar 
lava!  of  datail  ha  includad  in  agancv  transition 
plans.  .S’aaOTIA  Oommants  at  7  (“Taclnucal 
information  such  as  traiismittar  power,  racaivar 
parformanca.  antannas  u.sad.  haamwidlh  of  antanna 
and  other  tachnical  paramatars  will  allow  tha 
wireless  iudiistrv  to  datarmina  tha  affect  that 
l-’adaral  operations  mav  have  on  commercial 
operations  and  will  help  for  datarmination  of 
potential  interim  sharing  hatwaan  sarx  icas."):  T- 
Mohila  Oommants  at  K-!)  (stating  that  rules  should 
.specify  that  transition  plans  includ(!  the  realistic 
costs  of  achieving  com|)arahla  capability  and  an 
agency's  assassmant  of  how  it  would  achieve 
comparable  capahilitv).  Not  only  are  these 
.suggestions  beyond  tha  scope  of  what  tha  statute 


imjjose  shorter  deadlines  on  the 
agencies,  Annex  ()  may,  for  example, 
retpiest  that  Federal  entities  preparing 
transition  j)lans  snhmit  draft  or  informal 
versions  of  their  plans  to  N'l'lA  tind  the 
Technical  Panel  as  early  as  |)ossihle  to 
allow  for  a  more  <ide(|nate,  .sj)eedy,  and 
informal  review  of  such  ])lans,  and  to 
allow  the  Technical  Panel  to  assess 
potential  i.ssnes  in  transition  ])lans  as 
early  as  possible.  NTIA.  in  consultation 
with  OMB.  the  PCX',  and  the  Federal 
agencies,  may  implement  other 
mechanisms  to  ensure  the  timely  review 
of  each  plan.  Moreover,  as  noted  in 
some  comments.  Congress  ])rovided 
incentives  to  ensure  that  Federal  entities 
promptly  develop  such  plans,  because 
QMB  is  not  authorized  to  make  any 
transfers  from  the  Fund  unless  the 
eligible  P'ederal  entity’s  transition  j)lan 
is  found  to  he  sufficient  and  })nhlished 
on  NTIA’s  Wei)  site.-*' 

C.  DisputH  Resolution  Roords 

Suh])art  C  of  the  regulations  govern 
the  workings  of  any  dis])ute  resolution 
hoards  upon  which  parties  would  call  to 
facilitate  the  resolution  of  disputes, 
should  any  ari.se,  hetween  non-Federal 
users  and  Federal  entities  during  the 
transition  jieriod  regarding  the 
“execution,  timing,  or  co.st’’  of  the 
Federal  entity’s  transition  plan.  These 
regulations  cover  matters  related  to  the 
workings  of  a  hoai'd,  including  the 
content  of  any  nujue.st  to  establish  a 
hoai'd,  the  a.ssociated  jirocednres  for 
convening  it,  and  the  dispute  resolution 
proce.ss  itself. 

In  light  of  the  tight  statutory  deadline 
for  re.solving  any  disputes,  as  well  as 
NTIA’s  general  obligation  to  ensure 
timely  im])lementation  of  transition 
])lans,  NTIA  |)ropo.se(l  a  streamlined, 
practical  a])proach  to  process  legitimate 
disj)nte  resolution  requests,  to  set  up 
dispute  resolution  hoards,  and  to 
facilitate  the  resolution  of  any  disj)ute 
as  quickly  as  possible.  Four  commenters 
s])ecifically  ojipo.sed  the  pro])o.sal  in  the 
NPRM  to  re(|nire  that  a  dispute 
resolution  hoard  issue  only  nonhinding 
recommendations."^  Another 
commenter  offered  oh.servations  and 
sugge.stions  ha.sed  on  its  experience 
managing  the  alternative  dispute 
lesolution  ])rocess  as  a  part  of  the 
reconfiguration  of  the  800  MHz  hand  hy 


nK|uii-(!.s  in  tninsiUdn  plim.s.  Ilmso  i.ssims  (in:  hnvdml 
Ihd  .scopo  dIThi.s  i-uldimiking  pnicdcding.  which 
diilv  addresses  regulatidiis  Id  govern  (he  d|)eralidn 
dIThe  Technical  Panel  and  the  workings  ofanv 
dis|)ule  resdlnlion  hoards. 

”  Sue  AT&T  Oommenls  at  .'i:  TIA  (iomments  al  7: 
S(-o  also  47  II..S.C.  <)2H(d)(2)(A). 

.See  AT&T  (Comments  al  (i:  CTIA  (iommenls  al 
8:  l-iricsson  (iommenls  al  2:  T-Mohile  (iomments  al 
10-11. 


the  FCC.""  As  discn.ssed  below,  Nd'IA 
modifies  its  proposal  to  acknowledge 
that  dispute  resolution  hoards  will  issue 
binding  decisions  with  respect  to  the 
execution,  timing,  and  cost  of  transition 
(ilans  suhmitled  hy  Federal  entities. 

Dispute  Resolution  Rocud  Decisions. 
The  NPRM  noted  that  the  scope  of  a 
disjmte  resolution  nujiiest  and. 
consequently,  a  hoard’s  decision,  is 
limited  hy  the  statute  to  matters 
“regarding  the  execution,  timing,  or  cost 
of  the  transition  plan  submitted  hy  the 
Federal  entity.’’"-*  Because  the  statute 
does  not  confer  independent  authority 
on  a  dispute  resolution  hoard  to  hind 
the  parties.  NTIA  proposed  that  a 
board’s  decision  take  the  form  of 
sjiecific  written  recommendations  to 
NTIA.  OMB,  the  Commission,  or  the 
parties,  as  applicable,  to  take  the 
suitable  steps  or  remedial  actions 
related  to  the  execution,  timing,  or  cost 
of  the  Federal  entity’s  transition  plan."-"’ 
The  NPRM.  however,  noted  that  the 
.statute  jirovides  that  decisions  of  a 
dispute  resolution  hoard  may  he 
ai)])eale(l  to  the  United  States  Court  of 
Appeals  for  the  Di.strict  of  Columhia 
Ciircuit."" 

ATt(;T,  CTIA,  Ericsson,  and  T-Mohile 
argue  that  the  proposed  rule  limiting  a 
dispute  resolution  hoard’s  anthoritv  to 
issuing  non-hinding  recommendations 
is  contrary  to  the  plain  language  and 
pur])ose  of  the  statute. They  point  out 
that  the  statutory  language  provides  that 
a  (lis])ute  resolution  hoard  would  he 
established  to  “resolve  the  disjiute’’  and 
that  a  hoard  must  “rule”  on  any  such 
dispute  within  30  days."'*  The.se  })artie.s 
assert  that  hecau.se  “a  decision  of  the 
dispute  resolution  board  may  he 
appealed  to  the  United  States  Court  of 


,S'(?(‘  .S(|uii-(!  .Smidors  Comments  al  1-3. 

.\PHM  at  4 1!)()1  ((|iioling  NTIA  Organization 
Act.  section  1 13(i)(l).  47  U..S.C.  ‘)23(i)(l)). 

Id.  at  41!)()1. 41()(>(>  (proposed  sec. 
3()1.22()(e)(4)-(.'j)). 

"•Id.  al  41()()1  (citing  NTIA  Organi/.ation  ,-\cl. 
.section  113(i)(7).  47  u'.S.C.  <)23(i)(7)). 

.S’ee  .Vr&T  Comments  at  (i  (arguing  a  mere  non¬ 
hinding  recommendation  does  not  meet  (Congress' 
express  directives  that  llie  dispute  resolution  hoard 
"ride  on  llie  dispute  within  30  davs"  and  llial  tliis 
ruling  he  appealable  in  Federal  court):  C’I’IA 
Comments  al  8  (noting  treatment  ol  a  hoard's 
decisions  as  non-l)inding  appears  inconsistent  with 
(lie  intent  ol  the  statute,  as  the  lt..S.  Court  of 
Appeals  typically  does  not  review  non-hinding 
recommendations):  Kricsson  Comments  at  2 
(finding  the  |)ro|)osal  to  make  decisions  of  Dispute 
Ke.solulion  Boards  non-l)inding  is  inconsistent  witli 
llie  plain  language  of  the  statute):  T-Molnie 
Comments  at  10-1 1  (ai-guing  tlie  .XI’IIM'a  a.ssertion 
that  Congress  did  not  provide  the  Dispute 
Kesoliition  Hoard  witli  "independent  aullioritv 
*  *  *  to  liind  the  iiarties"  to  tlio  dispute  is 
incorrect). 

’".See.  e.g..  A'I'&T  Comments  at  (i:  Fricsson 
Comments  al  2:  T-.Moliile  (iomments  at  10  ((|uoting 
NTIA  Organization  Act  section  1 13(i)(l).  (i)(4).  47 
II..S.C.  !)23(i)(l).(i)(4)). 
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Appeals  for  the  District  of  Coliiinhia 
Circuit,"  no  further  proce.ss  at  NTIA. 
OMB,  or  the  F(X]  is  recpiired  j)rior  to  a 
party’s  exerci.se  of  that  appeal  right  and 
non-final  recommendations  would  not 
h(!  ri])e  for  judicial  review.-*’' 

After  further  consideration.  NTIA 
agrees  with  commenters  that  the  statute 
recpures  a  hoard  tf)  make  decisions 
which  can  he  appealed  to  the  United 
.States  Court  of  Apj)eals  for  the  District 
of  C^ohimhia  C'.ircuit.-*"  Accordingly, 

NTIA  now  interj)ret.s  the  statute  as 
authorizing  a  dispute  resolution  hoard 
to  make  binding  decisions  with  respect 
to  disijutes  regarding  the  execution, 
timing,  or  cost  of  the  transition  plan 
submitted  by  the  Federal  entity.  .Such 
decisions  could  thus  he  a])j)ealed  to  the 
court. 

NTIA  recognizes  that  a  binding 
decision  may  have  a  detrimental  impact 
on  the  Federal  entity's  operations  or 
serx’ices  that  have  national  securitv,  law 
(Miforcement  or  jmhlic  .safety  functions. 
Accordingly.  NTIA  will  permit  the 
hoard,  as  neces.sarv,  to  recpie.st 
additional  written  submissions  from  an 
agency  nigarding  the  imi)act  of  a 
binding  decision  on  the  agemcy’s 
oj)erations  or  .services  that  have  national 
scicurity,  law  enforcement,  or  ])ul)lic 
safety  functions.  The  dispute  re.solution 
hoard  will  also  ensure  that  any  decision 
it  reaches  does  not  have  a  detrimental 
impact  on  the  Federal  entitv's 
operations  or  services  that  have  national 
security,  law  enforcement,  or  public 
safety  functions.^' 

NTIA,  however,  continues  to  interpret 
the  Tax  Relief  Act  .so  as  not  to  authorize 
a  hoard  to  exerci.se  remeflial  authority 

'''Sec.  If.}’..  Kricsson  Coininonis  ill  2  (citin;; 
(rnA—rlw  Ass  n  v.  FCC.  .S.'il)  F.ad  ‘184  (DC 

Cir.  2(108));  T-Moliili;  Ciiiiiiiuiiits  ill  HI  ((|iuiling 
NTIA  Orgiiiiiziiliiin  .Xcl  soclion  li:i(i)(7).  47  IL.S.C. 
!12a(i)(7)). 

■"'As  poinlod  mil  liy  Uvo  cmniniinling  parliiis.  Ilu: 
n”lil  III  iippiiiil  Id  llii!  IX'Circiiil  dons  nol 
nniaissarily  iiiiian  llial  llui  laiui-l  will  addniss  llin 
inci'ils  ()l  11  lioard's  (Incision  if.  lor  nxainpln.  Ihn  casn 
fails  lo  innnl  finalilv.  nxhiiiislion.  ri])nnnss  and  ollinr 
rnipiirninnnls  iindnr  llin  Adininislralivn  I’rocndiirn 
Acl  (Al’A).  .Snn  Kricsson  (ionnnnnis  ill  2;  T-Mohiln 
(ionnnnnis  al  10-12  (and  casns  cilnd  Ihnrnin);  .son 
oAso  Circuil  Ruins  of  llin  Dnilnd  Sliilns  Courl  of 
Appeals  for  llin  DisIricI  of  Colinnliia  Circuil.  Tilln 
IV.  "Rnvinw  or  Knfon:nninnl  of  iin  Ordnr  of  an 
Adininislralivn  Annncy,  Hoard,  (ionnnission.  or 
Officnr"  (Dnc.  2011). 

.See  47  ll..S.(;.  <l2:i(li)(2)(ll).  lindnriliis 
provision,  nacli  Iransilion  plan  nuisl  idnniifv  anv 
fiiclors  llial  could  "hindnr  fiilfillinnnl  of  Ihn 
Iransilion  plan  by  Ihn  Fndnral  nnlily."  including  llin 
nxinni  (o  which  any  classilind  inioriniilion  will 
iiflncl  "Ihn  iinplninnnlalion  of  llin  rnlocalion  or 
.sharing  arriingninnnl."  47  U..S.C.  ‘l23(h)(7)(A)(ii). 
Thus,  auolhnr  faclor  llial  could  bn  includnd  in  a 
plan  would  hn  any  iinpacl  on  nalional  sneurily.  law 
nnfon:niunnl.  or  public  safnlv  fuuclions  Ihiil  will 
iiflncl  Ihn  iinplninnnlalion  of  Ihn  rnlocalion  or 
sharing  iirriingninnnl.  A  hoard  inii.sl  considnr  Ihis 
faclor  and  any  addilional  inlorinalion  (hal  i(  would 
rn(|unsl  from  Ihn  agnney. 


slHtutorily  granted  to  other  Federal 
agencies.  For  example,  NTIA  does  not 
interinet  the  Tax  Relief  Act  as  allowing 
hoards  to  exercise  NTIA’s  authority  to 
“a.ssign  freijuencies  to  radio  stations  or 
clas.ses  of  radio  stations  belonging  to 
and  operated  by  the  United  States.”^^ 
The  statute  also  does  not  authorize  a 
hoard  to  a.sse.ss  damages  against  the  U..S. 
(H)vernment  or  non-Federal  users 
arising  out  of  the  execution,  timing,  or 
co.st  of  a  Federal  entity’s  transition  plan. 

As  noted  in  the  NPIiM,  the  Federal 
agencies  that  compri.se  a  hoard’s 
memhershi))  (i.e.,  the  FU.C.  NTIA  or 
OMB)  do,  however,  jiossess  statutory 
authority  to  take  actions  in  support  of  a 
hoard’s  decision. ■♦•*  Therefore,  as  NTIA 
jirojiosed,  a  hoard  may  make 
recommendations  as  to  remedies  or 
other  corrective  actions  to  the 
approjiriate  Federal  agency  that  has  the 
statutory  aiitliority  to  take  such  actions 
ha.sed  on  the  hoard’s  findings.  The  Final 
Rule  reflects  the.se  changes. 

As  noted  in  the  NPRM,  the  statute’s 
3()-day  deadline  for  resjionding  to 
formal  disjnite  resolution  reipiests  will 
likely  imjiact  a  hoard’s  ahilitv  to 
convene,  meet  with  the  jiarties,  and 
adeipiately  addre.ss  comjilex  cases.  At 
the  .same  time,  however,  the  statute 
encourages  cooperation  to  a.ssure  timely 
transitions  between  Federal  and  non- 
Federal  use  of  the  spectrum.  Given  the 
incentives  created  by  the  statute.  NTIA 
ex])ect.s  only  a  minimal  numher,  if  anv. 
of  .serious  conflicts  to  arise.  If  such 
differences  do  surface,  however.  NTIA 
also  expects  the  parties  to  make  good 
faith  efforts  to  solve  these  problems  on 
an  informal  basis  before  submitting  a 
recpiest  to  e.stahlish  a  disjfute  re.solution 

■>-47  U..S.(;.  <l()2(h)(2)(A). 

'  For  (ixiimpli!.  (IMH  i.s  iiulhori/ml  lo  (niiislor 
funds  (o  Fiulural  iinlilins  from  Iho  Fund  siihjiicl  lo 
condilions  oulliiU!d  in  Iho  sliilulo.  .SV.'o.  o.g..  47 
U..S.(;.  ‘128  (aulhori/.ing  O.MH  Diroclor.  in 
consullalion  wilh  Iho  NTIA  and  suhjocl  lo  four 
spocilic  condilions.  lo  mako  addilional  paymonls  lo 
oligihio  Fodoral  onlilios  that  aro  implomonling  a 
Iransilion  plan  in  ordor  (o  oncourago  such  onlilios 
lo  coui|)lo(o  Iho  iinplomonlalion  moro  quicklv). 
NTIA  has  Iho  aulhorily  (o  “assign  fnapioncios  lo 
radio  slalions  or  classos  of  radio  slalions  holonging 
lo  and  oporalod  by  Iho  llnilod  .Slalos.  including  Iho 
aulhorily  (o  amond.  modify,  or  rovoko  such 
assignmonis."  47  ll.S.C.  ‘H)2(I))(2)(A):  son  also  47 
U..S.(;.  ‘I2a(g)((i)  (aulhori/.ing  NTIA  lo  lorminalo  or 
limil  a  l-'odoral  onlily's  aulhori/.alion  upon  Iho 
complolion  of  (ho  onlily's  rolocalion.  (ho 
iinplomonlalion  of  ils  sharing  arrangomont  or  ils 
unroasonahio  failure  lo  comply  wilh  Iho  timolino 
for  rolocalion  or  sharing),  l.ikowi.so.  (ho  F(X;  can 
mako  docisions  rogarding  a  liconsoo's  oporaling 
righls  and  dolormino  wholhor  il  is  in  complianco 
wilh  F(X:  rules  or  ils  licon.so  condilions.  .S’oo47 

u..s.(;.  ai2:  si!oaiso47  ii..s.(;.  a()‘i(j)(i(i)((:) 

(aulliori/ing  Iho  FXX:  lograni  commercial  licenses 
in  oligihio  fro(|uoncios  prior  lo  rolocalion  of  Fodoral 
oporalions  and  Iho  lorminalion  of  a  fodoral  onlily's 
aulhori/.alion  suhjocl  lo  a  licon.so  condilion 
ro(|uiring  lhal  Iho  liconsoo  cannol  cause  harmful 
inlorforonco  lo  Fodoral  oporalions). 


hoard.  Therefore,  as  pro])osed,  the  final 
rule  jfi'ovides  that  any  formal  dispute 
resolution  riupie.st  must  include  a 
summary  of  the  parties’  ])rior  efforts  and 
attenijits  to  resolve  the  dis])ute  through 
negotiation,  mediation,  or  non-binding 
arbitration. 

NTIA  also  ])roposed  that  parties 
reijuesling  dispute  re.solution  j)rovide 
sufficient  information,  including  a 
concise  and  specific  statement  of  the 
factual  allegations  sufficient  to  support 
the  relief  or  action  reipie.sted  by  the 
j)arty.  In  its  comments,  Sijuire  .Sanders 
suggests  that  reiiuiring  early  briefing  of 
arguments  may  not  generate  j)roductive 
written  materials  because  the  jfarties 
will  not  have  clearly  defined  the  issues 
in  di.s])ute  “at  the  start  of  the  mediation 
process,”  or  will  focus  on  collateral 
matters  not  central  to  the  issue  to  he 
resolved. •*•*  Furthermore,  .Scpiire  .Sanders 
notes  that  where  recourse  to 
independent  alternative  dispute 
resolution  mechanisms  is  voluntary  and 
at  the  parties’  own  expense,  most  parties 
will  not  likely  embrace  them.-*-’’  NTIA 
exjiects  that  any  informal  negotiation, 
mediation,  or  non-hinding  arbitration 
efforts  between  the  jfarties  will  help 
clearly  define  and  narrow  the  i.ssues  that 
are  necessarv  to  bring  into  the  formal 
dispute  resolution  jirocess.  In  addition, 
in  light  of  the  limited  scope  of  disputes 
and  the  short  time  to  resolve  them,  the 
written  material  addressing  such  issues 
must  concern  deviations  from  the 
federal  entity’s  transition  plan  or  factors 
hindering  or  affecting  the  plan’s 
execution,  timing,  or  cost.  The  Final 
Rule  reflects  these  exj)ectation.s  and 
pleading  reijuirements. 

111.  Precedural  Matters 

Executive  Older  1211(16 

This  rule  has  been  determined  to  be 
not  significant  under  section  3(f)  of 
Executive  Order  128()().  Pursuant  to  the 
Tax  Relief  Act.  this  rule  has  been 
approved  by  the  Director  of  the  Office 
of  Management  and  Budget. 

Executive  Order  12372 

No  intergovernmental  consultation 
with  .State  and  local  officials  is  re(|uired 
hecau.se  this  rule  is  not  subject  to  the 
provisions  of  Executive  Order  12372, 
Intergovernmental  fionsnltation. 

Executive  Order  12668 

This  rule  has  been  reviewed  under 
Executive  Order  12988,  Civil  Justice 
Reform,  as  amended  by  Executive  Order 
13175.  NTIA  has  determined  that  the 
rule  meets  the  applicable  standards 
provided  in  section  3  of  the  Executive 

.S(|uir(!  .Siinilor.s  (Xininuinls  al  2. 

hi.  al  a. 
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Order,  to  ininiinize  litigation,  eliminate 
ainbiguity,  and  reduce  burden. 

Executive  Order  13132 

This  rule  does  not  contain  policies 
having  federalism  implications 
nupiiring  j)re])arations  of  a  Federalism 
.Summary  lm])act  Statement. 

Executive  Order  12630 

This  rule  does  not  contain  policies 
that  have  takings  implications. 

Hegulatorv  Flexihilitv  Act 

The  tdiief  (k)nncil  for  Regulation  of 
the  Department  of  Commerce  certified 
to  the  Chief  Council  for  Advocacy  of  the 
.Small  Business  Administration  that 
])ropo.sed  regulations,  if  adopted,  would 
not  have  a  significant  economic  impact 
on  a  substantial  numher  of  small 
entities.  NTIA  received  no  comments  on 
this  certification,  which  remains 
unchanged. 

Puperwork  Reduction  Act 

The  Paperwork  Reduction  Act  (PRA) 
do(!s  not  apply  to  these  regulations 
h(!cause  NTIA  is  not  seeking 
information  from  10  or  more  memhcns 
of  the  Public  (44  II..S.C.  3.502(3)),  and 
luicau.se  administrative  proceedings 
such  as  those  conducted  by  the 
Technical  Panel  and  dis|)ute  resolution 
hoards  are  exempt  from  the  PRA.  .See  44 
IJ.S.C.  3518(c)(1). 

Oongressioncd  Review  Act 

This  rule  has  not  been  determined  to 
he  major  under  the  Congressional 
Review  Act,  5  lJ..S.(k  801  et  seq. 

I Jnfi inded  Mu n dates 

This  rule  contains  no  Federal 
mandates  (under  the  regulatory 
jjrovision  of  Title  11  of  the  Unfunded 
Mandates  Reform  Act  of  1995)  for  .State, 
local,  and  tribal  governments  or  the 
private  .sector.  Thus,  this  rule  is  not 
subject  to  the  requirements  of  se^ctions 
202  and  205  of  the  Unfunded  Mandates 
Reform  Act  of  1995. 

National  Environmental  Policy  Act 

Because  this  rule  is  not  a  major 
Federal  action  significantly  affecting  the 
(juality  of  the  human  environment  and 
in  accordance  with  the  National 
Environmental  Policv  Act  of  190‘) 
(NEPA)  (42  II.S.C.  4321  et  seq.),  an 
Environmental  Impact  .Statement  is  not 
re(|uired. 

Oovernment  Paperwork  Elimination  Act 

NTIA  is  committed  to  compliance 
with  the  Covernment  Paperwork 
Elimination  Act,  which  reqiures 
Covernment  agencies  to  provide  the 
public  the  ojjtion  of  submitting 


information  or  transacting  business 
electronically  to  the  maximum  extent 
po.ssihle. 

Lists  of  Subjects  in  47  (iFR  Part  301 

Administrative  practice  and 
procedure.  Communications  Common 
Carriers,  (Communications  ecpniJinent, 
Defense  communications,  Covernment 
em])loyees,  .Satellites,  Radio, 
Telecommunications. 

Lawrence  K.  Stric:kling, 

Assistant  Sacratarv  for  (loinnuinicalinns  and 
Information  Adininisiralion. 

■  For  the  reasons  set  forth  in  the 
l^reamhle,  N'l’lA  amends  47  CFR  chapter 
in  by  adding  j)art  301  to  read  as  follows: 

PART  301— RELOCATION  OF  AND 
SPECTRUM  SHARING  BY  FEDERAL 
GOVERNMENT  STATIONS 

Subpart  A — General  Information 

.Sec. 

301.1  Piir])()se. 

301 .10  (Cross-nilercnice. 

301.20  D(!linili()iis. 

Subpart  B — Technical  Panel 

301.100  Membership. 

301.110  Organization  and  operations. 
301.120  Re])orls  on  Agcmcy  'I’ransilion 
Plans. 

301.130  Teclniical  assislanci;  To  llispnle 
Resolution  Panids. 

Subpart  C — Dispute  Resolution  Boards 

301.200  R(U|iiesls  to  r(!solv(;  (lispnt(!s. 
301.210  Eslal)lislunenl  and  op(;ration  of 
llis])ute  Resolution  Board. 

301.220  Disjnite  resolution. 

Authority:  National  Telecoinmunic:alions 
and  Information  Administration  Organization 
Act.  47  IJ..S.(C.  001  et  seq.,  as  amended  by  the 
Middle  (Class  Tax  Relief  and  )ob  (Creation  Act 
of  2012.  Pnb.  L.  112-90.  Title  VI.  Subtitle  O. 
120  Stat.  245  (Feb.  22.  2012)  (47  IJ.S.fC. 
923(g)-(i)  and  928). 

Subpart  A — General  Information 
§301.1  Purpose. 

.Suctions  113(g)-(i)  and  118  of  thu 
National  Tulucommunications  and 
Information  Administration 
Organization  Act  (huruinaftur  “N3’1A 
Organization  Act”),  as  amundud  (47 
U..S.C.  923(g)-(i)  and  928),  govurn  thu 
procudnrus  and  ruqnirumunts  rulatud  to 
thu  rulocation  of  and  sharing  by  Eligihlu 
Fudural  Entitius’  spuctrnm-rulatud 
opurations  in  curtain  spuctrntn  hands 
ruallocatud  from  Fudural  to  non-Fudural 
u.su  or  to  sharud  n.su.  Pnrsuiint  to  thu.su 
statutory  provisions.  Eligihlu  Fudural 
Entitius  authorized  to  usu  Eligihlu 
Fruquuncius  aru  untitlud  to  |)aymunt 
from  thu  .Spuctrum  Rulocation  Fund  for 
thuir  doenmuntud  rulocation  or  sharing 
co.sts  inenrrud  as  a  rusult  of  planning  for 
an  auction  of  such  fruquuncius  or  thu 


niallocation  of  such  fruquuncius  from  I 

Fudural  n.su  to  uxclnsivu  non-Fudural  j 

nsu  or  to  sharud  nsu.  'I'hu  pin  posu  of  this 
part  is  to  implumunt  thu  jiarticular 
provisions  that  mandatu  thu  adoption  of 
such  rugnlations,  after  public  notice  and 
communt,  and  that  primarilv  affect  non- 
Fudural  spuctrnm  users,  including  thu 
regulations  herein  governing  'ruchnic:al 
Fanuls  and  Dispute  Resolution  Boards. 

§301.10  Cross-reference. 

Thu  Manual  of  Regulations  and 
Procudnrus  for  Fudural  Radio  Fruepumev 
Managumunt  (huruinaftur  rufurrud  to  as 
thu  “NTIA  Manual”)  is.suud  by  thu 
A.ssistant  .SiJcrutary  of  Commurcu  for 
(Communications  and  Information,  is 
incorjioratud  by  rufuruncu  in  §  300.1  of 
this  cha})tur  and  available  online  at 
http://www.ntia.doc.gov/osmhome/ 
redhook/ redbook.html.  Annex  O  of  the 
NTIA  Manual,  as  ruvi.sud,  contains 
information,  })olicies  and  procedures 
applicable  to  Fudural  agencies  that 
imjilumunt  thu  .statutory  jjrovi.sions 
nduruncud  in  §301.1  of  this  snhpart 
with  regard  to  such  agencies  that 
o|)(!ratu  anthorlzcul  U..S.  (Covurnmunt 
stations  in  Eligihlu  Fruqnuncius  and  that 
incur  rulocation  co.sts  or  sharing  co.sts 
hucau.su  of  planning  for  an  auction  or 
thu  reallocation  of  such  frucinuncius 
from  Fudural  n.su  to  exclusive  non- 
Fudural  usu  or  to  shared  u.su.  'I'hu  NTIA 
Manual  apjilius  only  to  Fudural  agencies 
and  does  not  impact  thu  rights  or 
obligations  of  thu  public.  Accordingly, 
this  cross  rufuruncu  is  for  information 
purposes  only. 

§301.20  Definitions. 

Assistant  Secretarv  means  thu 
A.ssistant  Secretary  of  Commerce  for 
Comnumications  and  Information. 

Auction  means  thu  competitive 
bidding  process  through  which  licenses 
aru  assigned  by  thu  Commission  under 
.suction  3()9(j)  of  the  Communications 
Act  of  1934  (47  U.S.C.  3()9(j)). 

Commission  means  the  Federal 
(iommnnications  Commission. 

Dis})ute  Resolution  Roard  means  anv 
hoard  established  pursuant  to  .suction 
113(i)  of  thu  NTIA  Organization  Act  (47 
U..S.(k  923(i))  and  snhpart  C  of  this  j)art. 

Eligible  Federal  Entitv  means  any 
Fudural  Entity  that: 

(1)  Operates  a  U..S.  Covurnmunt 
.station  authorized  to  usu  a  hand  of 
eligible  frucjuuncius;  and 

(2)  That  incurs  rulocation  costs  or 
sharing  costs  hucansu  of  planning  for  an 
auction  of  sjiuctrnm  fruqnuncius  or  the 
reallocation  of  spuctrnm  frucinuncius 
from  Fed(;ral  n.su  to  uxclnsivu  non- 
Fudural  nsu  or  to  sharud  n.su. 

Eligible  frequencies  means  any  hand 
of  frequencies  reallocated  from  Federal 
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use  to  non-Federal  use  or  to  shared  use; 
alter  jauuarv  1, 200.3,  tliat  is  assigneui  l)y 
auction. 

F(‘(hmil  Hntity  mv.ima  any  de])artment, 
ag(!ucy,  or  other  instruiuentality  ol  the 
IJ..S.  (loverniuent  that  utilizes  a 
(;ov(!ruiu(!nt  station  assignment 
ohtaiiuul  under  sciction  30.5  of  the  1034 
Act  (47  D.S.C.  305). 

Noii-Fadcral  iis<u'  means  a 
(iommi.ssion  licensee  authoriz<!(i  to  use 
Kligihle  Fnujuencies  or  a  winning 
bidder  in  a  Commission  auction  Tor 
Kligihle  Fn!()uencies  that  has  iullilled 
the  Commission's  re(juirem(!nt.s  lor 
niing  a  long-ldrm  licmise  application 
and  remitting  its  final  hid  payment. 

iV7'//t  means  the  National 
'I'eliHamimunications  and  Information 
Admiui.st  ration. 

\'TIA  Mamuil  means  the  Manual  of 
Regulations  and  Procedures  for  Federal 
Radio  Frecjuency  Management  i.ssued  by 
the  Assistant  Secretary  of  (Commerce  for 
Communications  and  information  and 
incorporated  by  reference  in  ^  300.1  of 
this  chapter  (47  (I'R  300.1). 

OMB  means  the  Office  of  Management 
and  Budget. 

Tuchnicdl  I\iiwl  means  the  jianel 
established  by  .section  113(h)(3)(A)  of 
the  NTIA  Organization  Act  (47  IJ..S.C. 
023(h)(3)(A))  and  governed  by  suhpart  B 
of  this  ])art. 

Transition  Plan  means  the  plan 
suhmitted  by  a  Federal  Kntity  pursuant 
to  section  11 3(h)(1)  of  the  N'flA 
Organization  Act  (47  U.S.C.  023(h)(1). 

Subpart  B — Technical  Panel 

§301.100  Membership. 

(a)  Tachnical  Banal  inainharship.  The 
T(M:hnical  Panel  established  by  section 
113(h)(3)(A)  of  the  NTIA  Organization 
Act  (47  U.S.C.  023(h)(3)(A))  shall  he 
comjio.sed  of  three  (3)  members,  to  he 
a|)])ointed  as  follows: 

(1)  One  inemher  to  he  a])])ointed  hv 
the  Director  of  OMB: 

(2)  One  inemher  to  he  appointed  by 
the  A.ssi.stant  Secretary,  with  the 
apjiroval  of  the  Secretary  of  (xmnnerce: 
and 

(3)  One  member  to  he  appointed  by 
the  (Chairman  of  the  Commission. 

(h)  Qualifications.  (1)  Kach  member  of 
the  Technical  Panel  shall  he  a  radio 
engineer  or  a  technical  expert. 

(2)  The  Assistant  Secretary,  in 
consultation  with  the  Director  of  OMB 
and  the  Chairman  of  the  (Commission, 
may  im|)ose  or  suggest  additional 
({ualifications  for  one  or  more  memhers 
of  the  Technical  Panel  as  are  necessary 
pursuant  to  section  113(g)(fi)  of  the 
NTIA  Organization  Act  (47  U.S.(C. 
923(g)((i)).  including,  hut  not  limited  to. 
the  following: 


(1)  The  member  must  have  the 
appropriate  and  ciirrent  security 
clearances  to  enable  acce.ss  to  any 
classified  or  other  sensitive  information 
that  may  he  associated  with  or  relevant 
to  agency  Transition  Plans; 

(ii)  The  inemher  should  he  a  Federal 
employee  as  defined  in  5  IJ.S.(C.  21()5(a) 
or  a  Sjiecial  Covernment  Kmjiloyee  as 
defined  in  18  l).S.(C.  2()2(a);  and 

(iii)  The  inemher  should  have  the 
nece.s.sary  exjiertise  to  iierform  his  or  her 
duties. 

(c)  Term.  The  term  of  a  inemher  of  the 
Technical  Panel  shall  he  eighteen  (18) 
inonlhs.  and  no  individual  may  serve 
more  than  one  (1)  consecutive  term. 

(d)  Vacancies.  (1)  Any  inemher  of  the 
Technical  Panel  aiijiointed  to  fill  a 
vacancy  occurring  before  the  ex])iration 
of  the  term  for  which  the  memher's 
predece.ssor  was  appointed  shall  he 
apjiointed  only  for  the  remainder  of  that 
term. 

(2)  A  inemher  of  the  Technical  Panel 
may  serve  after  the  expiration  of  that 
memher's  term  until  a  succe.ssor  has 
taken  office. 

(3)  A  vacancy  shall  he  filled  in  the 
manner  in  which  the  original 
appointment  was  made  ))nr.suant  to 
paragrajih  (a)  of  this  .section. 

(e)  (Compensation.  (1)  No  inemher  of 
the  Technical  Panel  shall  receive 
compensation  for  .service  on  the 
Technical  Panel. 

(2)  If  any  inemher  of  the  Technical 
Panel  is  an  em|)loyee  of  the  agency  of 
the  official  that  appointed  such  inemher 
to  the  Technical  Panel  pursuant  to 
paragraph  (a)  of  this  section, 
comjiensation  in  the  memher's  capacity 
as  a  Federal  einjiloyee  shall  not  he 
considered  compensation  under 
paragrajih  (e)(1)  of  this  section. 

§  301 .110  Organization  and  operations. 

(a)  (Chair.  (1 )  The  member  of  the 
Technical  Panel  ajijKiinted  by  the 
Assistant  Secretary  pursuant  to 
§  301 .10()(a)  of  this  suhpart  shall  he  the 
("hair  of  the  Technical  Panel. 

(2)  The  (Miair  of  the  Technical  Panel 
may  designate  a  Vice-(]hair  who  may  act 
as  (3iair  in  the  absence  of  the  (diair. 

(h)  Procedures  of  and  actions  hv  the 
Technic(d  Panel.  (1)  The  Technical 
Panel  may  meet  either  in  person  or  hv 
some  mutually  agreeable  electronic 
means  to  take  action  on  the  reports 
required  by  §301.120  of  this  snhjiart  or 
in  jiroviding  technical  assi.stance  to  a 
Dispute  Resolution  Board  pursuant  to 
§  301 .1 30  of  this  suhpart. 

(2)  Meetings  of  the  Technical  Panel 
may  he  convened  as  necessary  for  the 
efficient  and  timely  dispatch  of  business 
by  either  NTIA  or  ihe  (Hiair  of  the 
Technical  Panel  to  consider  reports  and 


any  action  thereon  and  to  provide 
technical  a.ssistance  to  a  Dis])ut(! 
Resolution  Board  jnirsuant  to  §301.130 
of  this  sul)|)art. 

(3)  The  Technical  Panel  shall 
(Mideavour  to  reach  its  decisions 
unanimously.  Absent  unanimous 
consent  of  all  three  memhers  of  the 
Technical  Panel,  a  concurring  vote  of  a 
majority  of  the  total  panel  membership 
constitutes  an  ai:tion  of  the  T(;chnical 
Panel. 

(4)  A  majority  of  the  Technical  Panel 
memhers  constitutes  a  (piorinn  for  any 
])nrpo.se. 

(5)  The  Uhair  of  the  Technical  Panel, 
in  considtation  with  the  other  memhers. 
may  adoj)t  additional  policies  and 
])roc(!dures  to  facilitate  the  efficient  and 
timely  dispatc:h  of  panel  business. 

(0)  Th(!  T(!chnical  Panel  mav  consult 
Federal  entity  subject  matter  experts  as 
necessary  regarding  Federal  mission 
risks  and  other  ndevant  issues  while 
assessing  the  rea.sonahleness  of  costs 
and  tiiiKilines  in  the  Federal  entity's 
Transition  Plans  so  long  as  such 
consultations  are  disclosed  in  the 
Technical  Panel's  re])ort. 

(c)  Administrative  su])port.  NTIA 
shall  provide  the  Technical  Panel  with 
the  administrative  snp])ort  .services 
nec(!ssarv  to  carry  out  its  duties  under 
this  part. 

§  301 .1 20  Reports  on  agency  T ransition 
Plans. 

(a)  Deadline  for  initial  report.  Not 
later  than  thirtv  (30)  davs  after  Ihe 
recei])t  of  a  Federal  Entity’s  Transition 
I’lan  submitted  in  accordance  with 
applicable  procedures  set  forth  in 
Annex  ()  of  the  NTIA  Manual,  the 
Technical  Panel  .shall  submit  to  NTIA 
and  to  such  Federal  Entity  the  Technical 
Panel’s  report  on  the  sufficiency  of  the 
Transition  Plan. 

(h)  Scope  and  content  of  initial  report. 
The  Technical  Panel’s  report  shall 
include; 

(1 )  A  finding  as  to  wlnilher  the 
Federal  Entity’s  Transition  Plan 
includes  the  information  required  by  the 
applicable  provisions  set  forth  in  Annex 
()  of  the  NTIA  Manual; 

(2)  An  as.sessment  of  the 
nia.sonahleness  of  the  ])roposed 
timelines  contained  in  the  Federal 
Entity’s  Transition  Plan; 

(3)  An  as.sessment  of  the 
rea.sonahlene.ss  of  the  estimated 
relocation  or  sharing  costs  itemized  in 
Ihe  Fecleral  I-aitity’s  Transitic)n  Plan, 
including  the  co.sts  identified  hv  such 
plan  for  any  projiosed  exi)ansion  of  the 
ca])ahilities  of  the  Federal  Entity’s 
system;  and 

(4)  A  conclusion,  based  on  the  finding 
and  assessments  pursuant  to  paragraphs 
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(1))(1)  through  (3)  of  this  section,  as  to 
the  sufficiency  of  the  Transit  ion  Flan. 

(c)  Insufficient  Transition  Plan.  In  the 
event  the  Technical  I’anel’s  initial 
report  conchuhis  that  the  Federal 
Fntity’s  'I’ransition  Plan  is  insufficient 
l)nrsuant  to  paragraph  (h)  of  this  section, 
the  report  shall  also  incluch;  a 
(le.scri|)tion  of  the  specific  information 
or  modifications  that  are  n(;cessary  for 
the  Federal  entity  to  include  in  a  revised 
Transition  Plan. 

(d)  Ilcviscd  plan.  If  the  Technical 
Panel  finds  the  plan  insnfficient.  the 
applying  Federal  Entity  has  up  to  90 
days  to  submit  to  NTIA  and  the 
Technical  Panel  a  revised  ])lan. 

((i)  Ilcport  on  revised  agency 
Transition  Plans.  (1)  Dcuulline  for 
Su])plemental  Report.  Not  later  than 
thirty  (30)  days  after  the  receipt  of  a 
Federal  Entity’s  revised  Transition  Plan 
submitted  after  an  initial  or  nu'ised  jdan 
was  found  by  the  Technical  Panel  to  he 
insufficient  pursuant  to  paragra])h  (c)  of 
this  section,  the  Technical  Panel  shall 
submit  to  NTIA  and  to  such  Eedtaal 
Entitv  the  Technical  Panel’s 
supplemental  report  on  the  sufficiency 
of  the  revised  Transition  Plan. 

(2)  Scope  and  content  of 
su])i)lemental  rejjort.  The  Technical 
Panel’s  sup])lemental  report  on  the 
revised  Transition  Plan  shall  include: 

(i)  A  finding  as  to  whether  tin;  Federal 
Entitv’s  revised  'I’ransition  Plan 
includes  the  necessary  information  or 
modifications  identified  in  the 
Tet:hnical  Panel’s  initial  report  ])nrsnant 
to  paragraph  (h)(1)  of  this  .section: 

(ii)  A  reasse.ssment,  if  recinired.  of  the 
rea.sonahleness  of  the  jjrojjosed 
timelines  contained  in  the  Federal 
Entity’s  revised  Transition  Plan; 

(iii)  A  reas.sessment,  if  required,  of  the 
rea.sonahleness  of  the  estimated 
relocation  or  sharing  costs  itemized  in 
the  Federal  Entity’s  revised  Transition 
Plan;  and 

(iv)  A  conclusion,  based  on  the 
finding  and  reasse.ssments  ])nrsuant  to 
paragrajdis  (e)(2)(i)  through  (iii)  of  this 
.section,  as  to  the  snfficienev  of  the 
revised  Transition  Plan. 

§301.130  Technical  assistance  to  Dispute 
Resolution  Boards. 

lI])on  recjuest  of  a  Dispute  Resolution 
Board  convened  pursuant  to  suhjjart  (I 
of  this  part,  the  Technical  Panel  .shall 
|)rovide  the  hoard  with  such  technical 
assistance  as  reejuested. 

Subpart  C — Dispute  Resolution 
Boards. 

§  301 .200  Requests  to  resolve  disputes. 

(a)  Non-Federal  User  requests — (1)  In 
general.  A  Non-l’ethnal  User  may 


submit  a  written  rcuiuest  to  NTIA  in 
accordance  with  this  section  to  e.stahlish 
a  Dispute  Resolution  Board  (hereinafter 
“hoard”)  to  resolvt;  an  actual, 
unresolved  dis])nte  that  has  arisen 
between  the  Non-Federal  User  and  a 
Federal  Entity  regarding  the  ex(H;ution, 
liming,  or  cost  of  tin;  Transition  Plan 
submitted  by  the  Imchnal  Entity 
pursuant  to  section  113(h)(1)  of  the 
NTIA  Organization  Act  (47  U.S.Ci. 
923(h)(1)). 

(2)  Negoti(dion.  mediation  and 
arbitration.  Any  disj)ute  arising  out  of 
the  execution,  timing,  or  cost  of  the 
Transition  Plan  snhmitted  by  a  Federal 
Entity  mu.st  he  raised,  in  the  first 
instance,  with  the  officer  or  employee  of 
the  Federal  Entitv  identified  in  the 
Transition  Plan  as  being  res])onsible  for 
the  reloc:ation  or  sharing  efforts  of  the 
entity  and  w'ho  is  authorized  to  meet 
and  negotiate  with  Non-F’ederal  Users 
regarding  the  transition.  'I’o  the  extent 
that  the  parties  cannot  resolve  such 
dispute  on  an  informal  basis  or  through 
good  faith  negotiation,  they  are  strongly 
encouraged  to  use  exjiedited  alternative 
dispute  re.solution  procedures,  such  as 
mediation  or  non-hinding  arbitration, 
before  submitting  a  writt(!n  nuiiuKsI  in 
accordance  with  this  section  to  establish 
a  hoard. 

(3)  Eligibility  to  nujaest  the 
est(d)lislnnent  of  a  board.  'I’o  submit  a 
rciquest  to  establish  a  hoard,  a  Non- 
Federal  User  must  satisfy  the  definition 
of  such  term  in  §301.20  of  this  part  and 
the  dis]mte  must  pertain  to  the 
execution,  timing,  or  cost  of  the 
Transition  Plan  associated  with  the 
lic:ense  or  licenses  subject  to  the 
winning  hid  or  bids. 

(4)  Contents  of  request.  In  order  to  he 
considered  by  a  hoard  under  this 
snhpart,  a  request  must  include; 

(i)  Specific  allegations  of  fact 
regarding  the  Federal  Entity’s  deviation 
from  the  Transition  Plan  sufficient  to 
snjjport  the  requested  resolution  of  the 
dispute.  Such  allegations  of  fact,  except 
for  those  of  which  official  notice  may  he 
taken  by  the  hoard,  shall  he  supported 
hv  affidavits  of  a  person  or  persons 
having  ])er.sonal  knowledge  thereof; 

(ii)  A  summarv  of  the  parties’  prior 
efforts  and  attempts  to  resolve  the 
dispute,  including  negotiation, 
mediation,  or  non-hinding  arbitration 
efforts  pursuant  to  paragraph  (a)(2)  of 
this  section; 

(iii)  A  detailed  de.scrijhion  of  each  of 
the  claims  upon  which  a  re.solution  is 
sought  by  and  available  to  the  Non- 
P’ederal  IJser; 

(iv)  A  detailed  description  of  the 
requested  resolution  of  the  di.sj)ute; 

(v)  The  recpiestor’s  c:ontact 
information  and  a  certificate  of  service 


showing  to  whom  and  when  an 
identit:al  copy  of  the  request  was 
|)rovided  to  the  Federal  Entity;  and 

(vi)  A  meeting  proposal  setting  forth 
the  proposed  date,  time,  and  place; 
(including  suggested  alternatives)  for  a 
meeting  with  the  Federal  Entity  and  the 
hoard,  the  date  for  which  shall  he  no 
later  than  fifteen  (15)  days  from  the  date 
the  request  is  .sent  to  NTIA. 

(vii)  A  self-certification  that  the  Non- 
Federal  User  is  a  licensee  authorized  to 
u.se  Eligible  Fretpiencies  or  winning 
bidder  in  an  FUG  auc;lion  for  the  Eligible 
Frecpiencies. 

(5)  Eedera!  Entitv  response.  A  Fed{;ral 
Entity  has  the  right  to  submit  a  respon.se 
to  the  hoard  prior  to  the  date  of  the 
.scheduled  meeting.  If  so  directed  by  the 
Chair  of  the  hoard,  the  Federal  Entity 
shall  submit  a  written  response  to  the 
Non-Federal  U.ser’s  request. 

(h)  Fedend  Entitv  requests — (1)  In 
general.  An  Eligible  Federal  Entity  may 
submit  a  written  request  in  accordance 
with  this  .section  to  establish  a  Dispute 
Re.solution  Board  to  resolve  an  actual 
dispute  that  has  arisen  between  the 
Fecleral  Entity  and  a  Non-Federal  User 
regarding  the  execution,  timing,  or  cost 
of  the  'rransition  Plan  submitted  by  the 
I’ederal  Entity  pursuant  to  section 
113(h)(1)  of  tile  Nd’IA  Organization  Act 
(47  U.S.C.  923(h)(1)). 

(2)  Eligibility  to  request  the 
establishment  of  a  board.  To  submit  a 
recpiest  to  establish  a  hoard,  a  Federal 
Entity,  as  such  term  is  defined  in 
§301.20  of  this  ])art.  mu.st  have 
submitted  a  Transition  Plan  pursuant  to 
section  113(h)(1)  of  the  NTIA 
Organization  Act  (47  U.S.C.  923(h)(1)) 
and  the  di.s])nte  must  pertain  to  the 
execution,  timing,  or  cost  of  such  plan 
in  connec:tion  with  that  Non-Federal 
U.ser’s  licen.se  or  licenses  to  use  the 
Eligible  Fr(;quencies. 

(3)  Contents  of  request.  lu  order  to  he 
considered  by  a  hoard  under  this 
snhpart,  a  recpiest  must  include; 

(i)  Specific  allegations  of  fact 
regarding  the  factors  liindering  or 
affecting  the  jilan’s  execution,  timing,  or 
cost  sufficient  to  support  the  recpie.sted 
resolution  of  the  disjuite.  Such 
allegations  of  fact,  except  for  those  for 
which  official  notice  may  he  taken  by 
the  hoard,  shall  he  supported  hv 
affidavits  of  a  person  or  per.sons  having 
personal  knowledge  thereof; 

(ii)  A  snmmarv  of  the  ])arties’  prior 
efforts  and  attempts  to  resolve  the 
dlsjnite; 

(iii)  A  detailed  de.scription  of  each  of 
the  claims  upon  which  a  re.solution  is 
sought  by  and  available  to  the  Federal 
Entitv; 

(iv)  A  detailed  de.scrij)tion  of  the 
recpie.sted  rexsolution  of  the  disjiute; 
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(v)  The  rwjiie.stor's  contact 
information  and  a  certificate  of  .service 
sliowing  to  whom  and  when  an 
identicid  f;opy  of  the  request  was 
|)rovided  to  tlie  Non-Fetleral  ll.ser;  and 

(vi)  A  meeting  ])roj)o.sal  setting  fortli 
the  |)ro|)osed  date.  time,  and  |)lace 
(imduding  .sugge.sted  alternatives)  for  a 
meeting  with  the  Non-Federal  User  and 
the  hoard,  the  date  for  which  shall  he  no 
later  than  fifteen  (1.5)  days  from  the  dale 
the  nujiiest  is  sent  to  NTIA. 

(4)  Slon-Ffuieral  t  /ser  ms'/jon.se.  A 
Non-Federal  User  has  the  right  to 
suhmit  a  respon.se  to  the  hoard  j)rior  to 
the  date  of  the  scheduled  meeting.  If  .so 
directed  hv  the  Chair  of  the  hoard,  the 
Non-Federal  ll.ser  shall  suhmit  a  written 
njs])onse  to  the  Federal  Entitv's  request. 

§301.210  Establishment  and  operation  of 
a  Dispute  Resolution  Board. 

(a)  In  gnnniril.  If  .NTIA  njceives  a 
written  request  under  §301. 200.  it  shall 
establish  a  Disj)ute  Resolution  Board  in 
accordance  with  this  section. 

(h)  Board  nwmharshii).  A  hoard 
established  under  this  .section  shall  he 
composed  of  three  (3)  memtM;rs.  to  he 
a|)poinled  as  follows: 

(1)  A  re|)re.sentative  of  OMB.  to  he 
appointed  hv  the  Director  of  OMB; 

(2)  A  r(!j)resentative  of  NTIA.  to  h(! 
appointed  hv  the  Assistant  Scjcnitarv: 
and 

(3)  A  rej)resentative  of  the 
(lommi.ssion.  to  Im;  a])pointed  by  the 
(liairman  of  the  Commi.ssion. 

(c)  Qualifications.  The  Assistant 
S(;cretarv.  in  consultation  with  the 
Dinictor  of  OMB  and  the  Chairman  of 
the  (Commission,  mav  impose 
(pialifications  for  one  or  more  members 
of  a  hoard  established  under  this  section 
as  are  necessary  pursuant  to  section 
113(g){(i)  of  the  NTIA  Organization  Act 
(47  IJ.S.CC.  ‘)23(g)((i)).  including,  hut  not 
limited  to.  the  following: 

(1)  The  member  has  the  appropriate 
and  current  security  clearances  to 
enable  access  to  anv  classified  or  other 
sensitive  information  that  may  he 
associated  with  or  relevant  to  the 
Transition  Flan  subject  to  dispute; 

(2)  The  memh(!r  must  he  an  emplovee 
of  the  appointing  agency: 

(3)  'Fhe  member  must  he  from  a 
pnidetermined  slate  of  not  le.ss  than 
thnn;  (3)  (pialified  candidates  from 
NTIA.  OMB.  and  the  (Commission  and 
able  to  serve  on  a  hoard  immediatelv 
iqjon  the  notification  of  the 
establishment  of  a  hoard  under  this 
section  until  it  rules  on  the  disimte  that 
it  was  established  to  re.solve;  and 

(4)  The  memh(!r  may  not 
simultaneously  he  a  member  of  the 
Technical  Panel  governed  by  suhpart  B 
of  this  part  or  a  form(;r  memher  of  the 


Technical  Panel  that  reviewiul  the 
Transition  Plan  subject  to  disi)ute. 

(d)  Chair.  (1)  The  rej)resentative  of 
OMB  shall  he  the  (Chair  of  any  hoard 
established  under  ])aragraph  (a)  of  this 
.section. 

(2)  The  (Chair  may  designate  a  Vice- 
(Chair  who  may  act  as  (Chair  in  the 
ah.sencc!  of  the  (Chair. 

((!)  Term.  The  term  of  a  memher  of  a 
hoard  shall  he  until  such  hoard  is 
terminated  |)ur.suant  to  jiaragraph  (j)  of 
this  section  or  until  a  successor  or 
replacement  memher  is  a])pointed  under 
paragra])h  (h)  of  this  .section. 

(f)  X'acancies.  Any  vacancy  on  a  hoard 
shall  he  filled  in  the  manner  in  which 
the  original  apjjointment  was  made 
under  paragraph  (h)  of  this  section. 

(g)  Compensation.  (1)  No  memher  of 
a  hoard  shall  receive  any  compensation 
for  service  on  such  hoard. 

(2)  (Compen.sation  in  the  inemher's 
capacity  as  an  employee  of  the;  agency 
of  the  official  that  ap])olnted  such 
memher  to  a  hoard  j)ursuant  to 
paragraph  (h)  of  this  .s(;ction  shall  not  he 
considenul  com])(!n.sation  under 
paragraj)!!  (g)(1)  of  this  .section. 

(h)  Procedures  of  and  actions  hv  a 
hoard.  (1)  Except  with  resjject  tf) 
nuietings  with  the  jiarties  ])ursuant  to 
§  301 .22()(a).  a  hoard  shall  meet  at  the 
call  of  the  (Chair  either  in  person  or  hv 
some  mutually  agreeable  electronic 
means  to  deliberate  or  rule  on  the 
dispute  that  it  was  established  to  re.solve 
under  j)aragraph  (a)  of  this  section  or  to 
receive  technical  a.ssistance  from  the 
Technical  Pamd  pursuant  to  §301.130 
of  this  part. 

(2)  A  hoard  shall  eiuhiavour  to  rule  on 
the  dispute  that  it  was  e.stahlished  to 
re.solve  under  paragra|)h  (a)  of  this 
section  unanimously.  Absent 
unanimous  con.sent  of  all  three  members 
of  a  hoard,  a  concurring  vote  of  a 
majority  of  the  total  hoard  memhershi]) 
constitutes  an  action  of  such  hoard. 

(3)  A  majority  of  hoard  members 
con.stitutes  a  (luorum  for  any  |)urj)ose. 

(4)  The  Chair  of  a  hoard,  in 
consultation  with  the  other  memhers, 
may  adopt  additional  |)olicie.s  and 
])rocedure.s  to  facilitate  the  efficient  and 
timely  resolution  of  the  di.s])ute  that  it 
was  established  to  resolve  under 
paragra])h  (a)  of  this  section. 

(i)  Administrative  support.  N'l’lA  shall 
provide  any  hoard  e.stahlisluid  ])ur.suant 
to  paragra])h  (a)  of  this  section  with  the 
administrative  support  services 
necessary  to  carry  out  its  duties  under 
this  suhpart. 

(j)  Termination  of  a  hoard.  (1)  A  hoard 
established  pursuant  to  paragrajjh  (a)  of 
this  section  shall  terminate  after  it  rules 
on  the  disjjute  that  it  was  e.stahlished  to 
resolve  and  the  time  for  apj)eal  of  its 


decision  under  section  113(i)(7)  of  the 
NTIA  Organization  Act  (47  IJ.S.O 
t)23(i)(7))  has  expired,  unless  such  an 
a])peal  has  h(!en  taken. 

(2)  If  such  an  appeal  has  been  taken, 
the  hoard  shall  continue  to  exist  until 
the  appeal  process  has  Ixuai  exhau.stiul 
and  the  hoard  has  comphited  anv  action 
recpiired  by  a  court  hearing  the  a])])eal. 

§301.220  Dispute  Resolution. 

(a)  .\Ieetin<>  with  parties.  In 
consideration  of  the  ])ropo.sal  set  forth 
in  a  request  pursuant  to  either 
§  301 .2()()(a)(4)(vi)  or  (h)(3)(vi)  of  or  at 
another  mutually  convcniient  date,  time, 
and  i)lace  (including  via  teleconference 
or  other  elec:tronics  means),  the  (^hair  of 
the  hoard  e.stahlished  under  this  suhpart 
.shall  call  a  meeting  of  the  hoard  to  he 
held  simultaneously  with 
re])resentative.s  of  the  jiarties  to  the 
disjjute  to  discuss  the  dispute. 

(h)  Additional  written  sulmiissions. 

The  ])artie.s  to  the  disjnite  shall  ])rovide 
the  hoard  with  any  additional  written 
materials  and  documents  as  it  mav 
recpiest.  In  cases  where  the  dispute  or  an 
element  theriiof  relates  to  the  impact  on 
the  Federal  Entitv's  national  .security, 
law  enforcement,  or  public  .safety 
o])erations  or  functions,  the  hoard  may 
retpiest,  and  the  Federal  entity  shall 
])rovide,  additional  written  suhinissions 
concerning  such  impact. 

(c)  Assi.stance  from  Techniced  Panel. 

A  hoard  established  under  this  .suh])art 
may  recpie.st  technical  assistance,  as 
necessary,  from  the  Technic.al  Panel 
governed  by  suhpart  B  of  this  part. 

(d)  Deadline  for  decision.  The  hoard 
shall  rule  on  the  disjiute  not  later  than 
thirty  (30)  days  from  the  date  the 
nujuest  was  received  by  the  NTIA, 
unless  the  parties  and  the  hoard  all 
agree  in  writing,  and  subject  to  the 
ap])roval  of  the  Assi.stant  Secretarv,  to 
extend  this  jieriod  for  a  specified 
numh(!r  of  days. 

(e)  Board  decision.  The  decision  of  a 
hoard  established  under  this  snhjiart 
shall: 

(1 )  Be  in  writing: 

(2)  Be  limited  to  determinations 
related  to  the  execution,  timing,  or  c:o.st 
of  the  Transition  Plan  siihmitted  hv  the 
Federal  entity; 

(3)  Be  ha.sed  only  on  the  record  htdore 
it,  including  the  request;  meeting(.s) 
with  the  ])arties  all  at  the  same  time;  any 
additional  written  submissions 
requested  by  the  hoard  and  served  on 
the  other  |)arty,  including  submissions 
from  the  Federal  entity  concerning  the 
potential  impact  on  its  national  security, 
law  enforcement,  or  ])uhlic  .safety 
operations  or  functions;  in])ut  from  the 
Technical  Panel,  and  other  matters  and 
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material  for  whieli  it  may  take  official 
notice: 

(4)  Fnsun!  that  the  (l(!cision  does  not 
have  a  detrimental  im])act  on  the 
Federal  entity’s  o])erations  or  services 
that  have  national  .securitv,  law 


enforcement,  or  jjuhlic  .safety  functions; 
and 

(.5)  He  final  upon  issuance. 

(f)  liacoiuinonddtions.  A  d(u;ision  of 
the  hoard  may  include 
recommendations  tor  remedial  or  other 


corrective  actions  to  the  approjiriate 
Ihuleral  agency  with  the  legal  authority 
to  take  such  actions  based  on  the 
hoard’s  findings. 

|I'R  Ooc.  201  :<-()! 5(14  Mlod  l-24-i:i:  8:45  iiin| 
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Proposed  Rules 


Fedoral  Ref>isler 
Vol.  7a,  No.  17 
l'’ri(lay,  lanuary  2.'j.  2013 


This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 


FARM  CREDIT  ADMINISTRATION 
12CFR  Part  652 

RIN  3052-AC80 

Federal  Agricultural  Mortgage 
Corporation  Funding  and  Fiscal 
Affairs;  Farmer  Mac  Capital  Planning 

AGENCY:  Farm  Credit  Administration 
(FCA  or  Agency). 

ACTION:  Fro])osed  rule. 

SUMMARY:  The  F(iA,  througli  the  Office 
of  Secondary  Market  Oversight  (OSMO). 
is  jrroposing  regulations  to  rerpiire  the 
Fculeral  Agricultural  Mortgage 
(Corporation  (Farmer  Mac)  to  submit  a 
ca])ital  plan  to  OSMO  on  an  annual 
basis  and  to  recpure  Farmer  Mac  to 
notify  OSMO  under  certain 
circumstances  befon;  making  a  capital 
distribution.  The  pro|)osed  rule  would 
revise  the  current  capital  adequacy 
planning  requinmients  to  increase  our 
regulatory  fotais  on  the  (piality  and  level 
of  Farmer  Mac’s  cajiital  base  and 
promote  best  practices  for  capital 
adequacy  planning  and  .stress  testing. 

We  view  high  qualitv  capital  as  the 
fundamental  re.source  available  to  cover 
unexpected  losses  and  ensure  long-term 
financial  flexibility  and  viability. 

DATES:  Please  submit  comments  before 
March  2(i.  2013. 

ADDRESSES:  Oomment(!rs  are  (!nc:ouraged 
to  submit  comments  by  email  i)r  through 
the  FOA’s  Web  site.  As  facsimiles  (faxes) 
are  difficult  for  us  to  process  and 
achieve  comjiliance  with  section  fjOH  of 
the  Rehabilitation  Act.  we  no  longer 
accej)t  comments  submittetl  bv  fax. 
Regardless  of  the  method  you  use. 
please  do  not  submit  your  comments 
multiple  times  via  different  methods. 
You  may  submit  comments  by  any  of 
the  following  methods: 

•  Email:  S(;nd  an  email  to  reg- 
comm@fca.gov. 

•  F(iA  Wch  site:  hit i)://\vinv.  fca .gov. 
Select  “I’ublic  Ciommenters.”  then 
“I’ublic  Ciomments,”  and  follow  the 
directions  for  “Submitting  a  Comment.” 


•  Federal  elhdemaking  Port(d:  http:// 
www.regidcdions.gov.  Follow  the 
instructions  for  submitting  comments. 

•  M(dl:  Laurie  A.  Rea,  Director.  Office 
of  Secondary  Market  Oversight.  Farm 
Cnulit  Administration,  l.'iOl  I"arm 
Credit  Drive,  McLean,  VA  221()2-.'i()‘K). 

You  may  review  cojiies  of  all 
comments  we  receive  at  our  office  in 
McLean.  Virginia  or  on  our  Web  site  at 
http://\v\v\v.fca.gov.  Once  you  are  in  the 
Web  site,  .select  “Public  Commenters," 
then  “Public  Comments,”  and  follow 
the  directions  for  “Reading  Submitted 
Public  Comments.”  We  will  show  your 
comments  as  submitted,  including  anv 
supj)orting  data  ])rovided,  but  for 
technical  reasons  we  may  t)mit  items 
such  as  logos  and  special  characters. 
Identifying  information  that  you 
jn'ovide,  such  as  phone  nnmhers  and 
addresses,  will  be  jiublicly  available. 
However,  we  will  attempt  to  remove 
email  addresses  to  help  riuluce  Internet 
spam. 

FOR  FURTHER  INFORMATION  CONTACT: 

lo.seph  T.  Connor,  Associate  Director  for 
Policy  and  Analysis,  Office  of 
S(!condary  Market  Oviasighl,  Imrin 
Credit  Admini.str:ition.  McLcian,  VA 
221()2-.'j{)‘K),  (703)  HH3-42H(),  'ITY  (703) 
083-4434;  or  Reb(!cca  S.  Orlich,  Senior 
(Y)unsel,  Office  of  Ceneral  Counsel, 

Farm  Credit  Admini.stration,  McLean, 

VA  22102-5090,  (703)  883-4020,  TTY 
(703)  883-4020. 

SUPPLEMENTARY  INFORMATION: 

I.  Objective 

The  objective  of  this  projiosed  rule  is 
to  improve  the  long-term  safety  and 
soundness  and  continuity  of  Farmer 
Mac  operations  so  that  Farmer  Mac  may 
better  fulfill  its  public  mi.ssion  under  a 
range  of  economic  conditions.  To 
achieve  this,  FCA  is  propo.sing  to  revi.se 
ojierational  and  strategic  husiness 
jilanning  reciuinanents  to  enhance 
capital  adetpiacy  planning.  The 
j)ro])o.sed  rule  is  (lesigned  to  (i)  establish 
minimum  supervisory  standards  for  the 
capital  jdanning  process,  including 
stress  te.sting,  (ii)  describe  how  the 
Farmer  Mac  board  of  directors  (board) 
and  .senior  management  should 
implement  the  process  and  strategies, 
and  (iii)  j)rovide  PT’.A  with  notification 
of  Farmer  Mac’s  jirojiosed  capital 
distributions  before  they  occur. 


11.  Background 

Farnuii'  Mac  is  an  institution  of  the 
P’arm  Credit  Sy.stem,  regulated  by  FCA 
through  its  Office  of  Secondary  Market 
Oversight.  Farimn'  Mac  was  established 
and  chart(;red  by  Congress  to  create  a 
secondary  market  for  agricultural  real 
estate  mortgage  loans,  rural  housing 
mortgage  loans,  and  rural  utilities  loans, 
and  it  is  a  stockholder-owned 
instrumentality  of  the  United  States. 

Title  VIII  of  th(!  Farm  Credit  Act  of  1971, 
as  amended  (Act),  gov(;rns  Farmer  Mac. ' 

Farmer  Mac  Programs 

Under  the  Farmer  Mac  1  program. 
Farmer  Mac  guarantees  ])ronq)t  payment 
of  principal  and  interest  on  .securities 
rej)resenting  interests  in,  or  obligations 
backed  by,  mortgage  loans  secured  by 
first  liens  on  agricultural  real  estate  or 
rural  housing.  It  also  purchases,  or 
commits  to  j)urchase,  (pialified  loans  or 
securities  backed  by  (jualified  loans 
directly  from  lenders.  Under  the  Farmer 
Mac  II  program.  Farmer  Mac  |)urchases 
and  securitizes  ])ortions  of  certain  loans 
guaranteed  by  the  U.S.  Department  of 
Agriculture,  including  farm  ownership 
and  operating  loans  and  rural  business 
and  community  develo])ment  loans. 
L'armer  Mac  also  guarantees  the  timelv 
payment  of  principal  and  interest  on  the 
securities  created  from  these  loans.  In 
2008,  Ciongress  authorized  Farmer  Mac 
to  purchase  and  guarantee  .sec;urities 
backed  by  loans  to  rural  electric  and 
telephone  utility  coojieratives. 

III.  Need  fur  Enhanced  (iupital 
Planning 

The  fundamental  purpose  of  bank 
cajjital  is  to  provide  a  cu.shion  to  absorb 
unex})ected  los.ses  and  improve  an 
institution’s  long-term  resilience.  The 
recent  global  financial  crisis 
underscored  the  importance  of  cajiital 
adequacy  planning,  including 
maintaining  high  (luality  cajiital.  In 
resjionse  to  the  crisis,  the  Basel 
Uommittee  on  Banking  Sujiervision 
(BUBS)  proposed  the  Basel  111 
framework,  which  expands  and  clarifies 
international  standards  on  regulatory 
capital  with  the  intent  to  raise  the 
(juality,  (juantity,  and  transjjarency  of 
r(!gulatory  cajiital.^  The  Basel  III 


>  TIu!  Act  is  S(!t  Ibrtli  al  12  2001  at  saq. 

Tillo  VIII  is  in  12  tl.S.C.  2270aa-227!l(:(:. 

^Bank  tor  International  S(!llloinonls.  Utisal 
C.'niJtinitlaa  on  licinking  Siipan'ision,  liasal  III.  A 
(IlotHil  llagiiloloiT  Fminawork  for  Mon;  Hasiliant 
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framework  also  ro(|uires  hanks  to  run 
stress  tests  to  ensure  they  are  able  to 
sustain  financial  soundness  under 
adverse  market  conditions.  In  the  U.S., 
tlu;  Dodd-Frank  Wall  Street  Reform  and 
Clonsnmer  Protection  Act  (Dodd-k’rank 
Act)  was  enacted  in  July  2010  to 
.strengthen  regulation  of  the  financial 
.sec.tor.  Section  10.5  of  the  Dodd-Frank 
Act  reciuires  certain  financial  coinjianies 
whose  total  consolidated  assets  are  in 
exce.ss  of  .$10  hillion  to  conduct  annual 
stress  tests.  The  II..S.  hanking  agencies 
(the  Fculeral  Reserve  System  (k’RS), 
Ffxleral  Deposit  Insurance  (,'orporation 
(FDIC),  the  Office  of  the  Oomptroller  of 
the  Currency  (OCC))  and  the  Federal 
Housing  Finance  Agency  (FIIFA)  have 
issued  proposed,  and  in  .some  c:ases. 
final  rules  and  guidance  to  enhance 
ca])ital  standards  and  stni.ss  testing.  * 
This  ])roj)osed  rule  reflects  our  general 
agreement  with  the  rulemaking  actions 
of  other  hanking  snjjervision  authorities, 
both  dome.stic  and  international,  which 
emphasize  high  (juality  capital 
maintenance,  robust  planning,  and 
stress  testing  as  adding  value  to  the 
existing  nignlatorv  framework  for 
cajjital  adecjuacy  and  capital  ])lanning. 

Farmer  Mac’s  statutory  capital 
standards  w(;re  enacted  in  1901  •*  and 
have  not  been  u))dated  since  lt)9(i.'> 
Under  the  Act,  F'armer  Mac  must 
o|)erate  at  or  above  a  minimum  “core 
capital”  level  and  a  mininunn 
“regulatory  ca])ital”  level.  “Core 
capital”  is  defined  in  .section  8.31(2)  of 
the  Act  as  the  par  value  of  outstanding 
common  and  ])referred  stock,  ])aid-in 
capital,  and  retained  earnings.  F’armer 
Mac’s  minimum  core  cajntal 
nujuirement  is  an  amount  ecpud  to  the 
sum  of  2.75  percent  of  on-halance-sheet 
assets  and  0.75  jjercent  of  off-halance- 
.sheet  obligations.  “Regulatory  capital” 
is  defined  in  section  8.31(5)  as  core 
cajjital  jjlns  an  allowance  for  losses  and 
guarantee  claims  (ALL).  Farmer  Mac’s 
minimum  ri.sk-hased  capital 


Banks  and  Banking  Svsinins.  UdccmilMii'  2010 
(rovisod  )imo  2011).  http  J/www.Bis.arg/pahl/ 
hcBsl mi.pilf.  I'ho  lliiitod  .Sl.ilos  is  ii  inoml)c!i'  of  llio 
HCB.S. 

'Saa.  a.g..  tlu;  FK.S's  final  ruin.  Capital  I’lans.  70 
l''K  74021  (IlncnnilnM-  1.  201  I):  Ilia  FR.S's  pruposcid 
rido.  Fnliancod  I’rudnntial  .Standards  and  F^arlv 
Rninndiation  R(!(|niri!nH!nts  for  Covorod  ('.omiJanins. 
77  FR  .104  (lanuarv  2012);  tlin  II. .S.  I)an);ing 
ajioncios'  joint  proposod  ruin,  Risgulatorv  Capital 
Rnl(!s;  Advanciid  Approaclnjs  Risk-Hasnd  Capital 
Ruin;  Marktit  Risk  Capital  Ruin.  77  FR  .'j2()7a 
(August  20.  2012):  tlu;  FDlC's  pro|)os(;d  rule, 

.Annual  .Stress  Test.  77  F’R  2100  (U(:(;c;inlH;r  22. 
2012):  tlioOCC's  proposod  rulo.  .Annual  .Str(;ss  Tost. 
77  FR  240K  ()anuar\  24.  2012):  and  tho  FlIFA’s 
propo.s(;d  rulo.  .Stress  Testing  of  Rogulat(;d  Fntitios. 
77  FR  00t)4»  (October  .'i.  2012). 

■•I’ublic  Law  102-227.  Title  V.  I)ec(;inl)er  12. 
loot. 

■'’Public:  Law  104-102,  Title  1.  F'c;bruarv  10,  lOttO. 


recpiirement  is  the  amount  of  regulatory 
cajiital  for  interest  rate  and  credit  risk 
determined  by  applying  a  ri.sk-hased 
capittd  stress  test  (RBCST)  as  defined  in 
section  8.32(a)  of  the  Act,  jilus  :m 
additioiiiil  30  percent  of  that  amount  for 
management  and  openitions  risk. 

The  regulatory  retiuirements  of  the 
KI5CST  were  imiilemented  in  FTiA’s 
rtigulations  at  12  (iFR  jiart  052,  snhpart 
II  in  2002  and  have  been  revised  .several 
times.  While  the  RIKIST  jirovides  a 
valuable  alternative  jittrspective  as  a  risk 
index  of  F'armer  Mac’s  ojieration.s  from 
(piarter  to  (pitirter,  the  Act  pre.scrihes 
several  comiionents  of  the  model’s 
design  that  constrain  its  usefulness  as 
the  only  ajiiiroach  to  calculating  risk- 
ha.sed  capital  required  by  regulation. 
Under  certain  conditions,  the  Act’s 
provisions  do  not  impo.se  a  significant 
level  of  stre.ss;  for  example,  the  Act’s 
interest  rate  stre.ss  provisions  do  not 
impose  a  stressful  scenario  of  interest 
rate  shock  in  very  low  interest  rate 
environments  such  as  the  current  one.'* 
Moreover,  there  are  a  numher  of  areas  of 
the  statutory  design  refjnirements  in  the 
RBCST  that  niav  no  longer  reflect  best 
jiractices  in  economic  capital  modeling, 
which  has  advanced  considerahlv  since 
the  provisions  were  enacted.  We  believe 
apjilying  current  best  jiractices  for 
conijirehensive  and  rohn.st  stre.ss  testing 
a|)|)roaches  is  jirudent  and  warranted 
for  cajiital  jilanning. 

In  addition,  the  Act’s  minimum 
regulatory  cajiital  standards  do  not 
neces.sarily  ensure  that  F’armer  Mac 
holds  a  sufficient  amount  of  high 
(juality  cajiital — jirimarily  common 
(Hjiiity  and  retained  earning.s — to  survive 
jieriods  of  high  financial  .stress.  The 
statutorv  definition  of  “core  cajiital” 
broadly  defines  the  tyjies  of  cajiital 
instruments  that  mav  he  included 
without  distinguishing  the  quality  of  the 
cajiital  instruments.  More  recent  views 
of  cajiital,  including  the  Basel  111 
framework  for  stock  corjiorations,  make 
much  finer  distinctions  between,  for 
examjile,  different  .structures  of 
jireferred  .stock  on  the  basis  of  the  terms 
of  their  underlying  contractual 
jirovisions.  The.se  finer  distinctions 
include  how  much  incentive  is  built 
into  Jireferred  .stock  terms  for  the  issuer 
to  redeem  the  shares.  An  examjile  of 
such  an  incentive  would  he  significant 
steji-ujis  in  dividend  rates  over  time. 
Such  Jirovisions  create  greater 
uncertainty  around  the  relative 


'*.S(;c:ti()n  K.22(,2)(2)  requires  interest  rate  shocks  to 
bi;  specilied  as  the  le.sser  of:  (a)  .20  pi;r(:ent  of  the 
12-moiitb  averag(;  rates  on  1t)-year  Treasury 
obligations:  or  (b)  (iOO  basis  points.  In  the  current 
interest  rate  environnu;nt.  this  re(|uiri;nient 
translates  into  an  inter(;st  rate  shock  of  just  slightiv 
more  than  100  basis  points. 


jiermaneiice  of  that  cajiital  and, 
therefore,  how  available  it  will  he  to 
cover  imexjiected  losses  in  the  future. 

Consistent  with  the  view  that  high 
(juality  cajiital  is  the  fundamental 
resource  available  to  cover  imexjiected 
losses  and  ensure  long-term  financial 
nexihility  and  viability,  we  jirojiose  to 
revise  the  current  cajiital  adiujiiacv 
Jilanning  nujuirements  to  increa.se  our 
regulatory  focus  on  the  quality  and  level 
of  cajiital  and  advance  best  jiractices  for 
cajiital  adequacy  jilanning  and  stre.ss 
testing  at  F’armer  Mac. 

IV.  Projiosed  Revisions 

We  jir(iji(i.se  to  revise  our  regulation 
on  Corjioration  Board  Guidelines  by 
deleting  the  jirovisions  related  to  the 
cajiital  ade(juacy  jilan  that  is  jiart  of  the 
ojierational  and  strategic  business  jilan 
requirement  in  existing  §  (i52.(i()(h)(5) 
and  (c)  and  creating  a  new  (}(i52.(il  with 
revised  and  expanded  guidance  on 
cajiital  Jilanning.  In  (j  (i52.(i()(a),  we 
jirojiose  to  add  the  re(juirement  that 
Farmer  Mac’s  cajiital  he  sufficient  to 
meet  goals  and  objectives  in  a  newly 
jirojiosed  element  (in  §  (i52.(il(c))  of  its 
ojierational  and  strategic  husiness  jilan. 
We  further  jirojiose  to  re(juire  F’armer 
Mac  to  iiotiK'  the  OSMO  within  10 
calendar  days  of  determining  that 
cajiital  is  not  sufficient  to  meet  this  new 
re(juirenient.  In  (i52.()0(h).  we  jirojiose 
to  add  several  items  that  F’armer  Mac 
must  address  in  its  hnsine.ss  jilan.  The.se 
include  a  husine.ss  and  organizational 
overview  and  an  a.sse.ssment  of 
management  cajiahilities;  an  a.sse.ssment 
of  Farmer  Mac’s  strengths  and 
weaknesses;  strategies  for  achieving 
mission,  financial,  and  husine.ss  goals 
and  objectives;  and  a  marketing  jilan. 

We  jirojiose  to  add  to  the  riujuired 
review  of  internal  and  external  factors 
likely  to  affect  Farmer  Mac  during  the 
business  jilanning  jieriod  a  required 
discussion  of  how  factors  might  imjiact 
Farmer  Mac’s  current  financial  jiosition 
and  husiness  goals. 

In  new  §852.01,  we  jirojio.se  to 
reijuire  Farmer  Mac  to  develoji  and 
maintain  an  annual  cajiital  jilan  and  to 
suhmit  the  jilan  for  F’C’.A  review.  The 
revisions  generally  refer  to  a  riujuired 
cajiital  Jilan  rather  than  the  existing 
rule’s  references  to  cajiital  adiujuacy 
Jilanning,  and  the  jirojio.sed 
nujuirements.  while  more  sjiecific  and 
detailed,  are  very  similar  in  their  overall 
objective.  As  described  more  fiillv 
below,  F’armer  Mac  would  he  nujuired 
to  calculate  a  high  (juality  cajiital  ratio 
as  well  as  the  ratios  described  in  the  Act 
and  existing  regulations.  In  jirojiosed 
§052.02.  we  would  require  Farmer  Mac 
to  notify  the  FGA  prior  to  making  a 
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(uipital  distribution  under  certain 
cinaimstances. 

/\.  Annual  (Capital  Plannhif^ 
lUnpiiivinant 

We  propo.se  to  define  a  ca|)ital  jilan  as 
a  written  pni.sentation  of  Farmer  Mac's 
capital  planning  strategies  ami  capital 
adecpiacy  jirocess  that  includes  certain 
mandatory  elements.  The  projiosed 
capital  |)lan  would  he  organized  into 
four  main  components,  each  with 
specifieil  mandatory  elements.  The  four 
mandatorv  elements  are: 

(1)  An  asse.ssment  of  the  expected 
uses  and  sources  of  c:apital  over  the 
planning  horizon  (at  least  12  (juarters, 
Ixiginning  with  the  quarter  preceding 
the  (juarter  in  which  Farmer  Mac 
suhmits  its  capital  plan)  that  reflects 
Farmer  Mac’s  size,  complexity,  risk 
profile  and  .scojie  of  operations, 
a.ssuming  both  exjiected  and  .stressful 
conditions: 

(2)  A  detailed  description  of  Farmer 
Mac’s  process  for  assessing  cajiital 
atleriuacy: 

(3)  Farmer  Mac’s  cajiital  jiolicv;  and 

(4)  A  discussion  of  any  exjiected 
changes  to  Farmer  Mac’s  husine.ss  jilan 
that  are  likely  to  have  a  material  imjiact 
on  its  cajiital  adeijuacv  or  licjuiditv. 

The  first  mandatorv  element,  the 
a.ssessment  of  uses  and  sources  of 
('.ajiital.  must  contain  the  following 
comjionents:  (i)  Fstimates  of  jirojected 
revenues,  losses,  reserves,  and  jiro 
forma  cajiital  levels,  including  anv 
minimum  statutory  or  regulatory  cajiital 
ratio,  a  high-cjuality  Tier  1  ratio  as 
de.scrilMul  helow.  and  any  additional 
cajiital  measures  deemed  relevant  hy 
Farmer  Mac,  over  the  jilanning  horizon 
under  exjiected  conditions  and  under  a 
range  of  stressed  .scenarios,  including 
any  scenarios  jirovided  liv  F(k‘\  and  at 
least  two  .stressed  scenarios  develojied 
liy  Farmer  Mac  ajijirojiriate  to  its 
husine.ss  model  and  jiortfolios:  such 
sc;enario.s  could  include  agricultural  and 
general  tM;onomic  conditions  that  cause 
increases  in  delimjuency  rates  caused 
hv  any  variety  of  factors  (e.g., 
widesjiread,  weather-related  croji 
lo.sses).  interest  rate  sjiikes  that  could 
imjiact  historically  high  crojiland  values 
and  the  cost  of  delit  funding,  changes  in 
laws  that  affect  jilant-hased  renewahle 
fuels  suhsidies,  as  well  as  liijuidity- 
ndated  stress  such  as  reduced  access  to 
debt  markets:  and  (ii)  a  descrijition  of  all 
jilanned  cajiital  actions  over  the 
Jilanning  horizon.  We  jirojiose  to  define 
a  cajiital  action  as  any  issuance  of  a  debt 
or  equity  cajiital  instrument,  a  cajiital 
distriliution.  or  any  .similar  action  that 
the  F’CA  determines  could  imjiact 
Farmer  Mac’s  cajiital.  A  cajiital 
distribution  would  include  a 


redemjition  or  rejiurchase  of  any  debt  or 
eijuity  cajiital  instrument,  a  dividend 
jiayment,  a  jiayment  that  mav  he 
temjiorarily  or  jiermanently  susjiended 
by  Farmer  Mac  on  any  instrument  that 
is  eligible  for  inclusion  in  total  eijuitv 
(as  rejiorted  in  accordance  with  (JAAP), 
and  any  similar  transaction  that  the 
Agency  determines  to  he  in  .substance  a 
distribution  of  cajiital. 

The  second  mandatory  element  of  the 
cajiital  Jilan,  the  jirocess  for  assessing 
cajiital  adeijuacy,  must  contain  the 
following  comjionents:  (i)  A  discu.ssion 
of  how  Farmer  Mac  will,  under  normal 
and  stressful  conditions,  he  able  to 
maintain  cajiital  commensurate  with  its 
risks,  maintain  cajiital  above  the 
minimum  statutory  and  regulatory 
i:ajiital  ratios  and  above  a  Tier  1  ratio  set 
in  accordance  with  the  hoard’s  clearly 
articulated  risk  tolerance  jiolicy;  and  (ii) 
a  discu.ssion  of  how  Farmer  Mac  will, 
under  both  normal  and  .stressful 
conditions,  maintain  sufficient  cajiital 
to  continue  its  ojierations  hy 
maintaining  ready  access  to  funding, 
meeting  its  obligations  to  creditors  and 
other  coimterjiarties,  and  continuing  to 
serve  as  .secondary  market  for  (jualifving 
rural  markets;  and  (iii)  a  di.scussion  of 
the  results  of  any  stress  te.st  reijuired  hy 
law  or  regulation,  including  the  RIK’ST, 
and  an  exjilanation  of  how  the  cajiital 
Jilan  takes  these  results  into  account. 

We  do  not  jirojiose  to  e.stahlish  a  new 
regulatory  minimum  cajiital 
requirement  in  this  rule.  Rather,  we 
jirojio.se  to  reijuire  Farmer  Mac  to 
e.stahlish  an  internal  minimum  standard 
in  accordance  with  widely  recognized 
ajijiroaches  as  a  jiart  of  board  jiolicy  on 
cajiital.  To  comjily  with  the  jirojiosed 
reiju i remen ts  of  the  Tier  1  ratio.  Farmer 
Mac  must  utilize  an  ajijiroach  that  is  in 
accordance  with  an  ajijirojiriate  Basel 
framework  (or  frameworks),  or 
comjiaralile  IJ.S.  regulatory  frameworks 
in  effect  (e.g..  Standardized  or  advanced 
internal  ratings  based  (Advanced) 
ajijiroaches,  or  hoth).^  The  ajijiroach 
selected  to  calculate  risk-weighted 
a.ssets  must  he  ajijirojiriate  given  Farmer 
Mac’s  husine.ss  activities  and  mu.st  he 
consi.stent  with  broadly  accejited 
hanking  jiractices  and  standards  (e.g.. 
Ba.sel  accords  or  similar  U.S. 
regulations,  including  those  ajijilied  liv 
Farm  (Iredit  System  hanks  and 
a.ssociations  under  jiart  (il.'i  of  the  ITIA’s 
regulations).  The  OSMO  .strongly 
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recommends  that,  for  cajiital  jilanning 
jiurjioses.  Farmer  Mac  calculate  and 
rejiort  in  its  business  jilan  the  ratio  of 
Tier  1  ciijiital  to  risk-weighted  a.ssets 
using  both  the  Ba.sel  Standardized 
ajijiroach  and  the  Advanced  ajijiroach  to 
jirovide  alterniilive  jiersjiectives  on  the 
Isirmer  Mac’s  risk-hearing  cajiacitv. 

The  third  m.mdiitory  element  of  the 
cajiital  Jilan,  the  c.ijiital  jiolicy,  is  ;i 
written  assessment  of  the  jirincijiles  and 
guidelines  used  for  cajiital  jihmning. 
cajiital  issuance,  usage  and 
dislrihutions.  including  internal  cajiital 
goals,  the  (juantitative  or  (jualitative 
guidelines  for  dividend  and  stock 
rejiurchases,  the  strategies  for 
addressing  jiotential  cajiital  shortfalls, 
iind  the  internal  governance  jirocedures 
around  cajiital  jiolicy  jirincijiles  and 
guidelines. 

Finally,  the  fourth  mandatory  element 
of  F'armer  Mac’s  cajiital  jilan  is  a 
di.scussion  of  any  exjiected  changes  to 
Farmer  Mac’s  business  jilan  that  are 
likely  to  have  a  material  imjiact  on 
cajiital  adetjuacy  or  liijuidity.  For 
examjile,  the  cajiital  plan  should  reflect 
any  exjiected  material  effects  of  new 
lines  of  husine.ss  or  activities  on  Farmer 
Mac’s  cajiital  adecjuacy  or  liijuiditv, 
iucludiug  revenue  ami  losses. 

We  jirojio.se  to  reijuire  the  hoard,  at 
leii.st  auuually,  to  review  the  rohu.stne.ss 
of  the  Jirocess  for  a.ssessiug  cajiital 
adecjuacy,  ensure  that  any  deficiencies 
in  the  jirocess  for  cis.sessing  t;ajiital 
adequacy  are  ajijirojiriately  remedied, 
ciud  iijijirove  the  cajiital  jilan.  The 
rohu.stne.ss  of  Farmer  Mac’s  cajiital 
adequacy  jirocess  should  he  evaluated 
based  on  the  following  elements: 

(i)  A  sound  risk  management 
infra.structure  that  .sujijiorts  the 
identification,  measurement,  and 
assessment  of  all  material  risks  arising 
from  the  business  activities  of  Farmer 
Mac: 

(ii)  An  effective  jirocess  for  translating 
ri.sk  measures  into  e.stimates  of  jiotential 
loss  over  <t  range  of  adverse  scenarios 
and  for  aggregating  tho.se  estimated 
losses  across  Farmer  Mac; 

(iii)  A  clear  definition  of  available 
ciijiital  re.sources  and  an  effective 
Jirocess  for  forecasting  available  cajiital 
resources  over  tlie  same  range  of  aclverse 
scenarios  used  for  loss  forecasting; 

(iv)  A  jiroce.ss  for  considering  the 
imjiact  of  loss  e.stimates  on  cajiital 
adequacy  consistent  with  Farmer  Mac’s 
.stated  goals  for  the  level  and 
comjiosition  of  cajiital  and  for  taking 
into  account  anv  limitations  of  the 
comjiany’s  cajiital  adequacy  jiroce.ss  and 
its  comjionents; 

(v)  A  Jirocess,  sujijiorted  by  Farmer 
Mac’s  cajiital  jiolicy,  to  use  its 
assessments  of  the  impact  of  loss  and 
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resource  estimates  on  cajiital  adecjuacv 
to  make  key  decisions  regarding  the 
current  level  and  com])osition  of  ca])ital, 
sj)ecific  ca])ital  actions,  and  capital 
contingency  plans  as  they  affect  ca])ital 
adetpiacy; 

(vi)  Sound  internal  i:ontrols  governing 
the  caj)ital  adecpiacy  jjrocess,  iiu:ln(ling 
snfficitmt  documentation,  model 
validation  and  inde])endent  review,  and 
audit  te.sting;  and 

(vii)  Effective  hoard  and  senior 
management  oversight  of  Farmer  Mac’s 
cajjital  adequacy  process,  including 
pfM'iodic  review  of  capital  goals, 
assessment  of  the  appropriateness  of 
adverse  scenarios  considered  in  capital 
planning,  regular  review  of  any 
limitations  and  uncertainties  in  the 
process,  and  ai)proval  of  planned  capital 
actions. 

B.  FCA ’s  Bin'imv  of  Capital  Phnis 

FCA  expects  to  consider  the  following 
factors  in  reviewing  Farmer  Mac’s 
capital  j)lan:  (1)  The  comprehensiveness 
of  the  capital  plan,  including  the  extent 
to  which  the  analysis  underlying  the 
capital  plan  captures  and  addresses 
])otential  risks  stemming  from  activities 
across  Farmer  Mac’s  operations  and  its 
capital  i)olicy;  (2)  the  reasonahleness  of 
its  assumptions  and  analvsis  nnderlving 
the  caj)ital  plan  and  its  methodologies 
for  reviewing  the  rohnstness  of  its 
capital  adecpiacy  process;  and  (.3)  its 
ability  to  maintain  capital  above  the 
hoard-e.stahlished  minimum  Tier  1 
("ajjital  to  risk-weighted  assets  ratio  on 
a  ])ro  forma  basis  under  both  normal 
and  stressful  conditions  throughout  the 
jjlanning  horizon,  including  hut  not 
limited  to  any  stressed  .scenarios 
required  under  this  rule. 

The  FCIA  would  also  consider  the 
following  information  in  reviewing 
Farmer  Mac’s  capital  plan: 

(i)  Relevant  snjKirvisory  information 
about  Farmer  Mac  and  its  .subsidiaries; 

(ii)  Farmer  Mac’s  regulatory  and 
financial  reports,  as  well  as  supporting 
data  that  will  allow  for  an  analysis  of 
the  loss,  revenue,  and  reserve 
projections; 

(iii)  (Compliance  with  statutory  and 
regulatory  minimum  cajiital  .standards; 

(iv)  As  ajjplicahle,  the  FCA’s  own  ])ro 
forma  estimates  of  Farmer  Mac’s 
potential  los.ses,  revenues,  re.serves,  and 
resulting  cajiital  adequacy  under  both 
normal  and  stressful  conditions, 
including  hut  not  limited  to  any  stressed 
.scenarios  recpiired  under  the  final  rule, 
as  well  as  the  results  of  any  .stress  tc^.sts 
conducted  by  Farmer  Mac  or  the  FCA; 
and 

(v)  (Other  information  requested  or 
recpiired  by  the  F’CA,  as  well  as  any 


other  information  relevant  to  Farmer 
Mac;’s  i:apital  aclequac;y. 

C.  FCA  Action  on  a  Capital  Plan 

OSMO  would  review  the  c:apital  plan 
and  ])rovicle  an  as.sessment  to  Farmer 
Mac:  of  the  capital  aclecpiac:y  and 
planning  jirocess  through  its  normal 
examination  and  oversight  piogram.  In 
determining  whether  a  c:a|)ital  i)lan  or 
jiroposed  cajiital  distrihutions  would 
constitute  an  unsafe  or  unsound 
])rac:tic:e,  the  F(CA  will  c;c)n.sicler  whether 
Farmer  Mac:  is  and  will  remain  in  sound 
financial  c:c)nditic)n  after  giving  effec:t  to 
the  c:a})ital  plan  and  iiropo.sed  c:apital 
distributions. 

OSMO  may  require  Farmer  Mac:  to 
submit  additional  data  about  jilanning 
assuuqitions,  stress  te.st  strategies,  and 
other  qualitative  and  cpiantitative 
information.  OSMO  may  also  require 
Farmer  Mac:  to  revi.se  and  re-submit  its 
c:apital  plan. 

D.  Fanner  Mac's  Response  to  OSMO's 
Review 

VVe  projiose  to  recjuire  Farmer  Mac:  to 
take  into  ac:c:ount  the  results  of  the  stress 
tests  c:onchic:tecl  under  the  recjuirements 
of  this  .sec:tic)n,  as  well  as  O.SMO’s 
asse.ssment,  in  making  changes  as 
apjiropriate  to  Farmer  Mac:’.s  c:a])ital 
.struc:ture  (inc:hicling  the  level  and 
c:c)m|)ositic)n  of  c:apital):  its  exposures, 
c:onc:entratic)ns,  and  ri.sk  ])osition.s:  anv 
jjlans  for  rec:overy  and  re.solution:  ancl 
overall  ri.sk  management.  In  addition. 
Farmer  Mac:  mu.st  clc)c:ument  in  writing 
any  changes  it  makes  to  its  c:aj)ital 
.struc:ture  .suc:h  as  i.ssuanc:e  or  retirement 
of  equity  sec:uritie.s,  as  well  as  decisions 
not  to  make  .suc:h  c:hange.s  with  re.spcx:t 
to  any  short c:oming.s  noted  in  (TSMO’s 
assessment. 

V.  Prior  Notice  Retjuirements 

A.  Notice  to  OSMO  o  f  Capital 
Distributions 

VVe  believe  an  enhanc:ecl  level  of 
dialogue  hetwc^en  the  Agenc:y  and 
Farmer  Mac:  in  actvanc:e  of  c:apital 
distrihutions  will  iinjirove  the  level  of 
FCA’s  oversight  of,  ancl  c:ommunic:ation 
with,  regulated  entity.  Suc:h  enhanc:ect 
dialogue  would  jirovide  the  hoard  with 
valuable  external  per.spec:tive  on  .suc:h 
decisions  from  both  a  .safety  ancl 
soundness  ancl  mission  ac:hievement 
points  of  view.  In  new  §852. 82,  we 
projiose  to  recpiire  Farmer  Mac:  to 
jirovide  OSMO  with  nc)tic:e  15  c:alenclar 
clays  jirior  to  a  hoard  ac:tic)n  to  clec:lare 
a  c:apital  distribution.  VVe  expec:t  .suc:h 
notic:e  to  inc:lucle  a  descrijition  of  the 
capital  distribution  including,  for 
redemptions  or  rejmrc:hase.s  of 
.sec:urities,  the  gro.ss  c:onsicleration  to  he 


})aid  ancl  the  terms  ancl  sourc:e.s  of 
funding  for  the  transac:tic)n,  ancl  for 
dividends,  the  amount  of  the  dividend, 
as  well  as  any  additional  information 
recpiested  by  OSMO  (whic:h  c:oulcl 
inc:hicle.  among  other  things,  an 
asse.ssment  of  Farmer  Mac:’s  c:apital 
aclecpiac:y  under  a  .stress  sc:enaric) 
.s])ec:ifiecl  by  OSMO.)  There  would  he  an 
exc:eptic)n  to  the  notic:e  rc;quirement  for 
dividends  on  c:c)mmon  ancl  preferred 
.stoc:k  when  there  is  no  c:hange  from  the 
amount  of  the  dividends  jiaid  in  the 
jirevious  period. 

VI.  Regulatory  Flexibility  Act 

Farmer  Mac:  has  a.ssets  ancl  annual 
income  in  cixce.ss  of  the  amounts  that 
would  qualify  it  as  a  small  entitv. 
Therefore.  Farmer  Mac  is  not  a  “small 
entity"  as  defintid  in  the  Regulatory 
Flexibility  Act.  Pursuant  to  section 
805(1))  of  the  Regulatory  Flexibility  Act 
(5  U.S.C.  801  et  seep),  the  P’CA  herehv 
c:ertifie.s  that  the  propo.sed  rule  will  not 
have  a  .signific:ant  ec:onomic:  impac:t  on 
a  substantial  numher  of  small  entities. 

List  of  Subjects  in  12  CFR  Part  852 

Agric:ulture,  Banks,  Banking,  (kipital, 
Inve.stments,  Rural  areas. 

For  the  reasons  stated  in  the 
j)reamhle.  j)art  852  of  chajiter  \M,  title  12 
of  the  (lode  of  Federal  Regulations  is 
propo.sed  to  he  amended  as  follows; 

PART  652— FEDERAL  AGRICULTURAL 
MORTGAGE  CORPORATION  FUNDING 
AND  FISCAL  AFFAIRS 

■  1 .  The  authority  c;itatic)n  for  part  (>52 
c:ontinue.s  to  read  as  follows: 

Authority:  .Sc!c:s.  4.12.  .5.9.  .5.17.  8.11.  8.;tl. 
8.52.  8.,5:t.  8.:t4.  8.:t5,  8.:«i.  8. .57.  8.41  ofllli; 
I’arm  Crculit  Ac;t  (12  U.S.C.  218:t.  224:i.  2252. 
2279aa-ll.  22791)1).  2279l)l)-l.  2279l)l)-2, 
2279l)l)-:5.  2279l)l)-4.  2279l)l)-5.  2279l)l)-8, 
2279c:c;):  soc:.  514  of  Pul).  L.  102-552.  100 
Slat.  4102:  soc;.  118  of  Pub.  L.  104-105.  110 
Stat.  108. 

■  2.  Revi.se  §  852.80  to  read  as  follows: 

§652.60  Corporate  business  planning. 

(a)  Your  hoard  of  clirec;tc)rs  is 
responsible  for  ensuring  that  you 
maintain  c;apital  at  a  level  that  is 
.suffic:ient  to  ensure  c;c)ntinued  financial 
viability  ancl  jirovicle  for  growth.  In 
addition,  your  c;a])ital  must  he  sufficient 
to  meet  statutory  ancl  regulatory 
recpiirements  as  well  as  the  goals  ancl 
c)l)jec:tive,s  in  the  recpiired  element  of 
your  c:ai)ital  |)lan  in  §  852.81  (i:)(2)(i)(B). 
S'ou  must  notify  the  OSM(3  within  10 
c;alenclar  days  of  determining  that 
i;apital  is  not  sufficient  to  meet  those 
goals  ancl  c)l)jec;tives. 

(h)  No  later  than  85  clays  after  the  end 
of  eac;h  c:alendar  year,  your  hoard  of 
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directors  must  adopt  an  o])erational  and 
strategic  business  plan  for  at  least  the 
next  3  years.  The  plan  must  include: 

(1)  A  mission  statement: 

(2)  A  business  and  organizational 
overview  and  an  a.sse.ssment  of 
management  ca|)ahiliti(!s: 

(.3)  An  assessment  of  Farmer  Mac’s 
.strengths  and  weaknesses; 

(4)  A  rciview  of  the  internal  and 
external  factors  that  are  likely  to  affect 
you  during  the  planning  period: 

(.5)  Measurable  goals  and  objectives: 

(ti)  A  discussion  of  how  these  factors 
might  impact  Farmer  Mac’s  current 
financial  ])osition  and  business  goals: 

(7)  Forecasted  income,  expen.se.  and 
balance  sheet  .statements  for  each  year  of 
the  plan: 

(8)  A  marketing  plan,  and 

(It)  A  caj)ital  plan  in  accordance  with 
§(>.52.81. 

3.  Add  new  §§(>52. (>1  and  (>52. (>2  to 
read  as  follows: 

§652.61  Capital  planning. 

(a)  Purpose.  This  section  establishes 
capital  planning  nKjoin'inenls  for 
l*’armer  Mac. 

(h)  Dofinitions.  For  j)urposes  of  this 
.section  and  §(>52. (>2.  the  following 
definitions  aj)j)lv: 

li(is(‘l  III  means  the  Basel  (lommittee 
on  Banking  Supervision’s  document 
“Basel  111:  A  (Jlohal  Regulatory 
Framework  for  More  Resilient  Banks 
and  Banking  Systems.’’  June  2011  and 
as  it  may  he  u])dated  from  time  to  time. 

(Aipildl  action  means  anv  issuance  of 
a  debt  or  ecpiity  capital  instrument,  and 
any  capital  di.strihution.  as  well  as  any 
similar  action  that  OSMO  determines 
could  impact  Farmer  Mac’s 
consolidated  capital. 

(jipilal  (listrihution  means  a 
redemption  or  re|)urcha.se  of  anv  debt  or 
(Mjuity  capital  instrument,  a  jjayment  of 
common  or  preferred  stock  dividends,  a 
payment  that  may  he  temj)orarily  or 
permanently  suspended  by  the  issuer  on 
any  in.strument  that  is  eligible  for 
inclusion  in  the  numerator  of  anv 
minimum  caj)ital  ratio,  and  any  similar 
transaction  that  OSMO  determines  to  he 
in  substance  a  distribution  of  caj)ital. 

(Capital  plan  means  a  writtiai 
pre.sentation  of  Farmer  Mac’s  capital 
planning  strategies  and  caj)ital  ailecpiacv 
process  that  includes  the  mandatorv 
elements  set  forth  in  paragraph  (c)(2)  of 
this  section. 

(Capital  policy  means  Farmer  Mac’s 
written  a.s.ses.sment  of  the  j)rinciple.s  and 
guidelines  used  for  ca])ital  planning, 
capital  issuance,  usage  and 
distributions,  including  internal  ca])ital 
goals;  the  cpiantitative  or  (lualitative 
guidelines  for  dividend  and  stock 
repurcha.ses;  the  strategies  for 


addressing  ]>otenlial  cai)ital  shortfalls: 
and  the  internal  governance  procedures 
around  caj)ital  policy  |)rinciple.s  and 
guidelines. 

Planning  horizon  means  the  period  of 
at  lea.sl  12  (jiiarters,  Ixiginning  with  the 
(piarter  |)receding  the  (piarljir  in  which 
Farmer  Mac  submits  its  capital  plan, 
over  which  the  relevant  ])rojections 
extend. 

Tier  1  (Japilal  means  the  com])onents 
meeting  llu;  criteria  of  Oommon  Fejuity 
Tier  1  {iaj)ital  and  Additional  Tier  1 
(Capital  and  the  regulatory  adjustnumts 
as  .set  forth  in  Basel  111,  or  Tier  1  (ki])ital 
as  defined  in  regulations  of  the  Office  of 
the  Comi)troller  of  tlu;  Ourrency,  the 
Board  of  Clovernors  of  the  Federal 
Re.serve,  or  the  Federal  Deposit 
Insurance  Corporation,  as  revised  from 
time  to  time:  or  another  capital  standard 
to  measure  high  (jiiality  caj)ital  as 
apj)roved  for  u.se  under  this  regulation 
by  the  Director  of  OSMO. 

Tier  1  ratio  means  the  ratio  of  f’armer 
Mac’s  Tier  1  Capital  to  Total  Risk- 
Weighted  As.sets. 

Tot(tl  Ilisk-Weighted  Assets  means  a 
risk-weighting  approach  that  is 
appro])riate  gixxm  Farmer  Mac’s 
business  activities  and  consistent  with 
broadly  acc(;i)ted  hanking  juactices  and 
standards  (e.g.,  one  of  the  frameworks  of 
the  Basel  Committee  on  Banking 
Supervision  or  similar  IJ..S.  regulations). 

(c)  General  recpiireinents. 

(1)  Annual  ca})ital  planning. 

(1)  Farmer  Mac  must  develo])  and 
maintain  a  capital  ])lan  (iach  year. 

(ii)  I’armer  Mac  must  suhmil  its 
com])lete  annual  capital  plan  to  OSMO 
by  March  1  or  such  later  date  as  directed 
hv  OSMO,  after  consultation  with  the 
FCA  Board. 

(iii)  Prior  to  suhmi.ssion  of  the  c:apital 
plan  under  jjaragraph  (c)(l)(ii)  of  this 
.section.  Farmer  Mac’s  hoard  of  tlirectors 
must: 

(A)  Review  the  robustness  of  Farmer 
Mac’s  process  for  a.sse.ssing  capital 
adequacy, 

(B)  Ensure  that  any  deficiencies  in 
Farmer  Mac’s  j)roces.s  for  assessing 
capital  adecpiacy  are  a])i)ropriately 
remedied;  and 

((])  Approve  Farmer  Mac’s  capital 
plan. 

(2)  MandatoiY  elements  ofcapit(d 
plan.  The  cajiital  plan  must  contain  at 
least  the  following  elements: 

(i)  An  assessment  of  the  expected  ii.ses 
and  sources  of  capital  over  the  planning 
horizon  that  rellects  Farmer  Mac’s  size. 
com])lexity,  ri.sk  i)rofile.  and  scope  of 
operations,  a.ssuming  both  exjjected  and 
stre.ssful  conditions,  including: 

(A)  Projected  revenues,  lo.sses, 
reserves,  and  pro  forma  caj)ital  levels, 
including  the  core  capital  and 


regulatory  capital  ratios  recjuinul  by 
.sections  8.32  and  8.33  of  the  Act,  tlie 
Tier  1  ratio  as  defined  in  this  section, 
and  any  additional  ca])ital  measunis 
d(;enu;d  relevant  by  Farnuir  Mac,  over 
till!  planning  horizon  under  expected 
conditions  and  under  a  range  of  at  least 
two  ])rogre.s.sively  .severe  stress  scenarios 
develoj)ed  by  f’armer  Mac  aj)propriate 
to  its  business  model  and  portfolios,  as 
w(!ll  as  any  scenarios  ]>rovided  by  the 
Director  of  O.SMO.  At  least  15  calendar 
days  prior  to  this  stress  testing,  P’armer 
Mac  must  provide  to  OSMO  a 
de.scription  of  the  exjiected  and  stressed 
.scenarios  that  Farmer  Mac  intends  to 
u.se  to  c.'ouduct  its  annual  stress  test 
under  this  .section. 

(B)  A  description  of  all  planned 
capital  actions  over  the  planning 
horizon. 

(ii)  A  detailed  de.scription  of  Farmer 
Mac’s  proce.ss  for  as.sessing  cajjital 
adecpiacy ,  including: 

(A)  A  discussion  of  how  Farmer  Mac 
will,  under  exjiected  and  stressed 
conditions,  maintain  capital 
commensurate  with  its  risks,  maintain 
capital  above  the  minimum  core  capital 
and  regulatory  cajiital  ratios  and  above 
the  Tier  1  ratio  set  in  accordance  with 

a  well-articulated  ri.sk  tolerance  jiolicv 
established  by  the  hoard  of  directors; 

(B)  A  di.scussion  of  how  Farmer  Mac 
will,  under  ex])ected  and  stressed 
conditions,  maintain  sufficient  capital 
to  continue  its  operations  by 
maintaining  readv  access  to  funding, 
meeting  its  obligations  to  creditors  and 
other  counterparties,  and  continuing  to 
serve  its  statutory  jmrpo.se.s;  and 

(C)  A  discussion  of  the  results  of  the 
ri.sk-hased  .stress  test  recpiired  by  section 
8.32  of  the  Act  and  the  stress  tests 
recpiired  by  this  section,  as  well  as  anv 
other  stress  test  required  by  law  or 
regulation,  and  an  exjilanation  of  how 
the  cajiital  jilan  takes  these  results  into 
account. 

(iii)  F’armer  Mac’s  capital  policy:  and 

(iv)  A  di.scussion  of  any  exjiected 
changes  to  F’armer  Mac’s  business  plan 
that  are  likely  to  have  a  material  impact 
on  the  C;or|>oration’.s  capital  adecpiacy  or 
liquidity. 

(cl)  Review  of  cai)it(d  olan  bv  OSMO. 

(1)  O.SMO  will  consicler  the  following 
fac;tc)rs  in  reviewing  Farmer  Maci’s 
c:apital  plan; 

(i)  The  c:c)mprehen.sivene.s.s  of  the 
c:apital  plan,  inc;lucling  the  extent  to 
whic:h  the  analysis  underlying  the 
c:aj)ital  ])lan  c:a])ture.s  and  addre.sses 
risks  stemming  from  ac.tivities  aciross 
F’armer  Maci’s  operations; 

(ii)  The  reasonableness  of  Farmer 
Mac;’s  assumptions  and  analysis 
underlying  the  c:apital  plan  and  its 
methodologies  for  reviewing  the 
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rol)u.sln(;ss  of  its  cajjital  adequacy 
process:  and 

(iii)  Fanner  Mac’s  al)ility  to  maintain 
capital  al)ove  the  ininiminn  core  capital 
and  regulatory  capital  ratios  and  above 
a  Tier  1  ratio  set  in  accordance  with  a 
well-articulated  risk  tolerance  policy 
established  by  the  hoard  of  directors  on 
a  pro  forma  basis  under  expected  and 
stressful  conditions  throughout  the 
plamnng  horizon,  including  but  not 
limited  to  any  stressed  .scenarios 
r(!(|nire(l  under  paragraph  (c)(2)(i){A) 
and  (c)(2)(ii)  of  this  section. 

(iv)  All  suj)ervisory  information  about 
Farmer  Mac  and  its  subsidiaries; 

(v)  Farmer  Mac’s  regulatory  and 
financial  reports,  as  well  as  .suj)j)orting 
data  that  would  allow  for  an  analysis  of 
its  loss,  revenne,  and  projections; 

(vi)  As  a})plical)le,  OSMO’s  own  jiro 
forma  estimates  of  P’armer  Mac’s 
potential  los.ses,  reyennes,  and  resulting 
capital  adequacy  measurements  under 
expected  and  stressful  conditions, 
including  but  not  limited  to  any  stressed 
scenarios  recjnired  under  paragraphs 
(c)(2)(i){A)  and  (c){2)(ii)  of  this  .section, 
as  well  as  the  re.sidts  of  any  other  stress 
te.sts  conducted  by  Farmer  Mac  or 
OSMO;  and 

(vii)  Other  information  requested  or 
r(!(|nired  by  OSMO.  as  well  as  any  other 
iidbrmation  relevant  to  Farmer  Mac’s 
capital  adecjuacy. 

(e)  ()SM()  action  on  a  cai)ital  plan. 

(1)  OSMO  will  review  the  ca])ital  ])lan 
and  provide  an  assessment  to  Farmer 
Mac  of  the  capital  adecpiacy  and 
])lanning  j)roce.ss  through  its  ongoing 
examination  and  oversight  proce.ss. 

(2)  Upon  a  r(!(]ue.st  by  OSMO,  Farmer 
Mac  must  provide  OSMO  with 
sufficient  information  regarding  its 
jjlanning  a.ssumjdions,  stress  test 
.strategies  and  results  and  any  other 
relevant  qualitative  or  (iiiantitative 
information  requested  by  OSMO  to 
facilitate  review  of  Farmer  Mac’s  cajjital 
j)lan  under  this  sec:tion. 

(3)  OSMO  may  nniuire  Farmer  Mac  to 
revise  and  re-suhmit  its  capital  plan. 

(f)  Fanner  Mac  resj}onse  to  OSMO's 
assessment.  Regardless  of  whether  re- 
suhmi.ssion  is  recpdred.  F’armer  Mac 
must  take  the  results  of  the  stress  te.sts 
conducted  under  j)aragraph  (c)(2)(i)(A) 
and  (c)(2)(ii)  of  this  section  (including 
any  revisions  recpdred  under  paragraph 
(e)(.3)  of  this  .section)  as  well  as  OSMO’s 
assccssment  into  account  in  making 
changes,  as  appro])riate,  to  Farmer 
Mac’s  ca])ital  .structure  (including  the 
level  and  comjiosition  of  caj)ilal);  its 
c:xposures,  concentrations,  and  ri.sk 
positions;  any  i)lans  for  recovery  and 
m.solntion;  and  to  improve  overall  risk 
management.  Farmer  Mac  must 
document  in  writing  its  actions  in 


response  tcj  the  strcj.ss  tests  and 
asse.ssment,  as  well  as  decisions  not  to 
take  actions  in  res])onse  to  any  issues 
rai.sed  in  the  asscjssment. 

§  652.62  Notice  to  OSMO  of  capital 
distributions. 

(a)  Farmer  Mac  must  provide  OSMO 
with  notice  15  calendar  days  prior  to  a 
hoard  consideration  of  a  dciclanition  of 
a  ca])ital  distribution  or  any  matcn  ial 
changes  in  ca])ital  di.strihutions  policies. 

(h)  Notic:e  under  j)aragra])h  (a)  of  this 
s(!ction  is  not  recpdred  with  rc;spc;c:t  to 
a  regcdar  ])erioclic  jcayment  of  dividends 
on  c;onnnon  stock  and  prefcn  rcid  stoc.k 
when  them!  is  no  cdiange  in  the  amount 
of  payment  ])C!r  share  from  the  prendous 
period. 

llalcici:  laiuiarv  18,  2018. 

Dale!  L.  Aidtnian, 

Secrelary,  Feirni  (hedit  Adininislmtinii  Board. 
|FR  Doc.  201  :M)1  500  Filed  l-24-i:i;  «:45  ami 
BILLING  CODE  6705-01-P 

DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14CFR  Part  71 

[Docket  No.  FAA-201 2-0853;  Airspace 
Docket  No.  12-ANM-23] 

Proposed  Amendment  of  Class  E 
Airspace;  Astoria,  OR 

agency:  Feclcmd  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Supplemental  notic:e  of 
])roposecl  ndennaking  (SNFRM). 

SUMMARY:  The  P’AA  is  issuing  a  SNFRM 
for  the  notic:e  of  jnopo.sed  redemaking 
(NPRM)  published  on  Oc:toher  U,  2012, 
in  order  to  elicit  comments  addressing 
the  jiropo.sed  airsjiace  moclific:ation  west 
of  the  aii'iiort  to  ac:c:onnnoclate  airc;raft 
using  Arc!a  Navigation  (RNAV)  Global 
Positioning  System  ((iPS)  standard 
instrument  apjnoac:h  proc:eclnres.  The 
FAA  has  reassessed  the  NPRM  and  finds 
that  c!xtensic)n  of  the  Class  E  airspace 
area  west  of  the  airport  to  within  11 
miles  north  of  the  airport  208°  dcigrec: 
t)C!aring  is  ncuiessarv  for  the  safcity  and 
managcmicMit  of  instrument  flight  rcdcLs 
(IFR)  ojierations  in  the  Astoria.  OR,  area. 
DATES:  (xnnments  must  he  rec:eivecl  on 
or  before  March  11, 2013. 

ADDRESSES:  Send  c;onnnents  on  this 
])rc)posal  to  the  IJ.S.  Department  of 
'rransportation,  Dc)c:ket  Ojierations,  M- 
30,  VVcist  Biulcling  (iroimd  Floor.  Room 
\V12-140.  1200  Nc!W  jemsew  Avemue  SE., 
Washington,  D(]  20590;  teiephone  (202) 
300-9820.  You  must  identify  FAA 
Docked  No.  FAA-2012-0853:  Air.spac:e 


Docket  No.  12-ANM-23,  at  the 
bc!ginning  of  your  c:omments.  You  may 
akso  submit  comments  through  the 
Internet  at 

http:// WWW. regulations. gov. 

FOR  FURTHER  INFORMATION  CONTACT; 

Eldon  Taylor.  Fedcmd  Aviation 
Administration.  Operations  Siqiport 
Ch'ocq),  Western  Servic;e  (',c!ntc!r.  1001 
Lind  Avenue  SW..  Renton,  WA  98057; 
telejihone  (425)  203-4537. 
SUPPLEMENTARY  INFORMATION: 

History 

On  Oedoher  9.  2012,  the  FAA 
pcdilished  a  NPRM  to  modify  Glass  E 
airspac:e,  extending  upward  from  700 
fc!et  or  more  above  the  surface,  at 
Astoria  Regional  Air|)ort,  Astoria,  OR 
(77  FR  01300).  The  comment  period 
closed  November  23,  2012.  No 
comments  wcire  rec:eived.  Sub.sequent  to 
jnihlication,  the  Western  Flight 
Proc:eclure.s  Offic:e  reas.sessed  the 
proposal  and  modified  the  north 
extension  wc!st  of  the  airport  from 
within  0  inilcis  north  to  within  11  milcLs 
north  of  the  airport  208°  dcigree  hciaring. 
The  airsj)ac:e  extension  woidd 
ac;c;onnnc)clate  mis.sed  approac;h  holding 
for  RNAV  ((iPS)  standard  instrument 
approach  prc)c:edures. 

(Comments  Invited 

Intercisted  particLs  are  invited  to 
partic:ipate  in  this  jiropo.sed  rulemaking 
by  snhmitting  suc;h  written  data,  vienvs, 
or  argnmemts.  as  thew  may  desire. 
(Comments  that  provide  the  factual  basis 
supporting  the  views  and  .suggestions 
presented  are  particularly  helpful  in 
developing  reasoned  regulatory 
decisions  on  the  projio.sal.  Gomments 
are  specifically  invited  on  the  overall 
regulatory,  aeronautical,  economic, 
environmental,  and  energy-related 
aspects  of  the  proposal. 

Gommunications  should  identify  both 
dot:ket  numbers  (FAA  Docket  No.  FAA 
2012-0853  and  Airspace  Docket  No.  12- 
ANM-23)  and  he  submitted  in  trijilicate 
to  the  Docket  Management  System  (sei! 
ADDRESSES  section  for  address  and 
phone  number).  Yon  may  also  submit 
comments  through  the  Internet  at  http:// 
www.regnlations.gov. 

(iommenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
on  this  action  must  submit  with  those 
comments  a  .self-addre.ssed  .stamped 
])ostcard  on  which  the  following 
statement  is  made:  "Gomments  to  FAA 
Docket  No.  FAA-2()1 2-0853  and 
Airspace  Docket  No.  12-ANM-23’’.  The 
postcard  will  be  date/time  stamped  and 
returned  to  the  commenter. 

All  communications  received  on  or 
before  the  sjiecified  closing  date  for 
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comments  will  be  considered  before 
taking  action  on  the  pro])osed  rule,  'fhe 
proposal  contained  in  this  action  may 
Im;  changed  in  light  of  comments 
rei:eived.  All  comments  submitted  will 
he  available  for  examination  in  the 
public  docket  both  before  and  after  the 
closing  (late  for  comments.  A  report 
summarizing  each  substantive  public 
contact  with  FA  A  jiersonnel  conceriKul 
with  this  ruhiinaking  will  b(!  filed  in  the 
dock(d. 

Availability  of  NPRM's 

An  electronic  copy  of  this  document 
may  be  downloaded  through  the 
Intermit  at  hili)://\\  \\  \v. ivgiilaiions.gov. 
Riicently  published  rulemaking 
documents  can  also  be  accessed  through 
the  FAA’s  Web  page  at  http:!/ 

WWW'. faa.gov/airpoiis_aiiiraffic/ 
air  traffic/ publications/ 
airspace  amendments/. 

You  may  review  the  public  dockcit 
containing  the  projiosal.  any  comments 
niceived,  and  anv  final  disposition  in 
p(;rson  in  the  Dockets  Office;  (see  the 
ADDRESSES  section  for  the  address  and 
phone  number)  luitween  9:00  a.m.  and 
5:00  p.m..  Monday  through  Friday, 
except  f(;d(;ral  holidays.  An  informal 
dockiit  may  akso  be  examined  during 
normal  busimiss  hours  at  the  Northwe.st 
Mountain  Regional  Office  of  the  Fed(;ral 
Aviation  Administration.  Air  Traffic 
Organization.  Western  Service  Center. 
Op(;rations  Support  Croup,  1001  bind 
Avenue  SW..  Renton,  WA  98057. 

Persons  interest(;d  in  being  ])laced  on 
a  mailing  list  for  future  NPRM’s  should 
contact  the  FAA's  Office  of  Rulemaking. 
(202)  207-9077.  for  a  copy  of  Advi.sorv 
(fircular  No.  11-2A.  Notice  of  Proposed 
Rulemaking  Distribution  System,  which 
d(;scrilK;s  the  application  proci;dure. 

The  Supplemental  Proposal 

The  FAA  is  projjosing  an  amendment 
to  Title  14  Code  of  Federal  Regvdations 
(14  CFR)  ])art  71  by  modifying  Cla.ss  E 
airspace  extending  upward  from  700 
fe(;t  above  the  surface  at  Astoria 
Regional  Airport.  Astoria.  OR.  to 
accommodate  aircraft  using  RNAV 
((iPS)  standard  instrument  a])])roach 
proci;dur(;.s  at  Astoria  R(;gional  Airport. 
Additionally,  from  the  .Astoria  R(;gional 
Airport  208°  b(;aring  from  the  7-mile 
radius  to  17.5  mihxs  west,  the  airspace 
would  be  changed  from  within  0  miles 
north  of  the  208°  bearing  to  within  11 
miles  north.  This  action  would  enhance 
the  saf(;ty  and  management  of  IFR 
op(;ration.s  and  mis.sed  aj)proach 
holding  procedur(;.s  for  RNAV  ((iPS) 
standard  instrument  approach 
j)rocedure.s  at  the  airport. 

Class  E  airspace  designations  are 
publi.sh(;d  in  paragraj)h  0005.  of  FAA 


()rd(;r  7400.9W.  dat(;d  August  8,  2012, 
and  eff(;ctive  September  15,  2012,  which 
is  incorporat(;d  by  refer(;nce  in  14  Cf’R 
71.1.  The  Class  E  airspace  d(;.signation 
listed  in  this  document  will  be 
published  subs(;(]U(;ntly  in  this  ()rd{;r. 

The  FAA  has  determin(;d  that  this 
jnoposed  n;gulation  only  involves  an 
established  body  of  technical 
regulations  for  which  fr(;(pient  and 
routine  amendments  are  necessary  to 
keep  them  operationally  current. 
Therefore,  this  proposed  ingulation;  (1) 
is  not  a  “significant  regulatory  action” 
und(;r  Executive  (Irder  12800;  (2)  is  not 
a  “significant  rule”  under  DOT 
R(;gulatory  Polici(;s  and  Procedures  (44 
FR  11034;  February  2(),  1979);  and  (3) 
do(;s  not  warrant  preparation  of  a 
regulatory  evaluation  as  the  anticipated 
iinjiact  is  so  minimal.  Since  this  is  a 
routine  matter  that  will  only  aff(;ct  air 
tndfic  ])roce(lures  and  air  navigation,  it 
is  certified  that  this  proposed  rule, 
when  i)romulgated,  would  not  have  a 
significant  (;conomic  impact  on  a 
substantial  number  of  small  entiti(;s 
und(;r  the  criteria  of  the  R(;gulatorv 
Flexibility  Act. 

The  F’AA's  authoritv  to  i.ssne  ruh;s 
r(;garding  aviation  .saf(;tv  is  found  in 
Title  49  of  the  D.S.  Code.  Subtitle  1. 
Section  100,  describ(;s  the  authority  for 
the  FAA  Administrator.  Subtitle  vil. 
.Aviation  Programs,  describ(;s  in  more 
detail  the  .scoj)e  of  the  agenev's 
authority.  This  rulemaking  is 
promulgated  under  the  authority 
d(;scribed  in  Subtitle  Vll,  Part  A. 

Sid)j)art  1.  .S(;ction  40103.  Under  that 
s{;ction.  the  FAA  is  charged  with 
j)rescribing  r(;gulations  to  assign  the  use 
of  the  airspace  neces.sary  to  ensure  the 
safety  of  aircraft  and  the  efficient  use  of 
airspace.  This  r(;gulation  is  within  the 
scope  of  that  authority  as  it  would 
modify  airspace  at  Astoria  R(;gional 
Airport,  Astoria,  OR. 

This  pro])osal  will  be  subj(;ct  to  an 
environmental  analysis  in  accordance 
with  FAA  Ord(;r  1 050.1  E, 
“Environmental  Impacts:  Polici(;s  and 
Procedures”  prior  to  any  FAA  final 
regulatory  action. 

List  of  Subjects  in  14  (;FR  Part  71 

Airspace,  Incorporation  by  r(;ference. 
Navigation  (air). 

The  Proposed  Amendment 

Accordingly.  j)ursuant  to  the 
authority  delegated  to  me,  the  Fed(;ral 
Aviation  Administration  ])roj)os(;s  to 
amend  14  CFR  part  71  as  follows: 


PART  71— DESIGNATION  OF  CLASS  A, 
B,  C,  D  AND  E  AIRSPACE  AREAS;  AIR 
TRAFFIC  SERVICE  ROUTES;  AND 
REPORTING  POINTS 

■  1 .  The  authority  citation  for  14  (iFR 
part  71  continu(;s  to  read  as  follows: 

y\ulhority:  4!)  U.S.C:.  lOClg),  4()l():t,  401 1:{. 
40120;  E.O.  10H.54.  24  I'R  !).5().5.  'A  CFR.  10.5')- 
10{>3  Coil)))..  )).  .380. 

§71.1  [Amended] 

■  2.  The  incorporation  by  leference  in 
14  CFR  71.1  of  the  Federal  Aviation 
Admini.stration  Order  7400. 9W, 

Aii'space  Designations  and  Reporting 
Points,  dated  .August  8,  2012,  and 
(;ffective  September  15,  2012  is 
amended  as  follows: 

Paragraph  (i(l()5  Class  E  airspace  areas 
e.\lencliiig  upward  from  700  feet  or  more 
above  the  surface  of  the  earth. 

•k  "k  "k  "k  "k 

ANM  OK  E5  Astoria.  OR  IModilicdl 
.■\sloria  Regional  Air|)ort.  .'\storia.  OR 
(I,al.  4(i°00'29"  N..  long.  ri'A°5'2.'4'.V'  W.) 
.Seaside  Muni(:i|)al  .'\ir|K)rt 

(bat.  40  00'.")4"N..  long.  123°.54'28"  \V.) 

'Hint  airsjiace  extending  Iroin  700  IchO 
above  the  snriace  witliin  a  7-nnle  radios  of 
.•\storia  Regional  Air|)ort;  and  within  11 
miles  north  and  8.3  miles  sooth  of  the 
Astoria  Regional  Air|)orl  208°  hearing 
extending  from  the  7-mile  radios  to  17.5 
mil(!s  w(!sl  of  Astoria  Regional  Air|)ort, 
excluding  the  ])ortion  within  a  1.8-mile 
radius  of  .Seaside  Mnnici])al  Airi)ort:  and 
within  4  miles  northeast  and  8.3  miles 
southwest  of  the  Astoria  Regional  Air])ort 
320°  hearing  extending  from  the  7-mile 
radius  to  21.4  miles  northwest  of  Astoria 
Regional  Airiiort;  and  within  4  miles  each 
side  of  the  Astoria  Regional  Aii'iDort  090° 
hearing  extending  from  the  7-mile  radios  to 
12  miles  east  of  Astoria  Regional  Aiiport;  and 
within  8.3  miles  north  and  4  miles  south  of 
the  Astoria  Regional  Air))orl  090°  hearing 
from  12  miles  east,  to  28.3  miles  east  of 
Astoria  Regional  Airimrt:  and  within  a  15.9- 
mile  radius  of  Astoria  Regional  Airjjort 
extending  clockwise  from  the  32()°  hearing  to 
the  347°  hearing  of  the  air|)ort:  and  within  a 
23.1-mile  radius  of  Astoria  Regional  Air|)ort 
extending  clockwise  from  the  347°  hearing  to 
the  039°  hearing  of  the  air|)ort  extending  from 
the  15.;)-mile  radius  to  a  23.1-mile  radius  of 
Astoria  Regional  Aii’iiort  extending  clockwise 
from  the  airi)ort  039°  hearing  to  the  air|)orl 
185°  h(!aring. 

Issued  in  .Seattle,  Washington,  on 
Decemher  21 , 201 2. 

Harry  S.  Karnes, 

Acting  Manager.  Operations  Support  Croup. 
Western  Service  Center. 

IFR  Doc.  20i:M)138:t  Filed  l-24-i:);  8:4.5  ami 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  886 

[Docket  No.  FDA-201 2-N-1 238] 

Medical  Devices;  Ophthalmic  Devices; 
Classification  of  the  Scleral  Plug 

agency:  Food  and  Drug  Administration, 

mis. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Food  and  Drug 
Admini.stration  (FDA  or  Agency]  is 
pro])o.sing  to  classify  the  scleral  ))hig 
into  class  II  (sjjecial  controls),  and 
propo.sing  to  exem])t  the  scleral  jdags 
coinjjosed  of  surgical  grade  stainle.ss 
steel  (with  or  without  coating  in  gold, 
silver,  or  titanium)  from  ])remarket 
notification  (510(k))  and  to  c;ontinue  to 
retiuire  premarket  notification  (510(k)) 
for  all  other  scleral  plugs  in  onler  to 
provide  a  reasonahle  assurance  of  safetv 
and  effectiveness  of  the  device.  The 
scleral  plug  is  a  pniscription  device 
used  to  j)rovide  temporary  closure  of  a 
.scleral  incision  during  an  ophthalmic 
surgical  ])rocedure. 

DATES:  Submit  either  electronic  or 
written  comments  by  A])ril  25,  2013. 

See  section  IV  of  this  document  for  the 
jiroposed  effective  date  of  a  final  rule 
that  may  issm;  based  on  this  proposal. 
ADDRESSES:  You  may  submit  comments, 
identified  by  Docket  No.  FDA-201 2-N- 
1238,  by  any  of  the  following  methods: 

Electronic  Submissions 

Submit  electronic  comments  in  the 
following  way: 

•  Fadni'dl  HRuldiiKiking  Portal:  http:// 
www.i'HguIations.gov.  Follow  the 
instructions  for  submitting  comments. 

Written  Submissions 

Submit  written  suhmi.ssions  in  the 
following  wav: 

•  Mail/Hand  daliverv/Courier  (for 
l)apar  or  CD-ROM  submissions): 

Division  of  Doc;kets  Management  (HFA- 
305),  Food  and  Drug  Administration. 
5030  Fislnns  Lane.  Rm.  1001,  Rockville, 
MD  20852. 

Instructions:  All  submissions  received 
mu.st  include  the  Agency  name  and 
Dock(!t  No.  F’DA-2012-N-1238  for  this 
rulemaking.  All  comments  received  may 
he  posted  without  change  to  http:// 
www.rcgulations.gov.  including  any 
j)er.sonal  information  provided.  F"or 
additional  information  on  submitting 
comments,  see  the  “Comments”  heading 
of  the  SUPPLEMENTARY  INFORMATION 
.set;tion  of  this  document. 


Docket:  f’or  acce.ss  to  the  docket  to 
read  background  dot:uments  or 
comments  received,  go  to  http:// 

WWW. regu lot ions.gov  nm\  insert  the 
docket  number,  found  in  brackets  in  the 
heading  of  this  document,  into  the 
“Search"  box  and  follow  the  prompts 
and/or  go  to  the  Division  of  Dockets 
Managcanent,  5()3()  Fishers  Lane,  Rm. 
1081,  Rockville.  MD  20852. 

FOR  FURTHER  INFORMATION  CONTACT:  I'iiia 
Kiang,  (Center  for  Devices  ami 
Radiological  Health.  Food  anti  Drug 
Admini.stration,  10003  New  Hampshirt; 
Ave.,  Bldg.  00,  Rm.  2414,  Silver  Spring. 
MD  20093-0002,  301-7t)0-0800, 
Tina.Kiang@fda.hljs.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

A.  Statutoi'v  and  Rcgulatoiw  Authorities 

The  Federal  Food,  Drug,  and  Cosmetic 
Act  (the  FD&C  Act)  (21  LJ.S.C.  301  et 
se(j.).  as  amended  by  the  Medit;al  Device 
Amendments  of  1970  (the  1970 
amendments)  (Pub.  L.  94-295),  the  Safe 
Medical  Dttvices  Act  of  1990  (Pnh.  L. 
101-029),  the  Food  ami  Drug 
Administration  Modernization  Act  of 
1997  (FDAMA)  (Pub.  L.  10.5-115), 
among  other  amendments,  established  a 
com))rehensive  svstem  for  the  regulation 
of  medical  devices  intended  for  hum:ni 
use.  Section  513  of  the  h’Dt^C  Act  (21 

II. S.C.  300c)  established  three  categories 
(classe.s)  of  devices.  d(;])ending  on  the 
regnlatorv  controls  needed  to  ])rovide 
reasonahle  assurance  of  their  safety  and 
effec:tiv(!ne.ss.  Tin;  three  catiigories  of 
devices  are  cla.ss  I  (general  controls), 
class  II  (special  controls),  and  cla.ss  111 
(])remarket  a])proval). 

Under  section  513  of  the  FD8;C  Act, 
FDA  refers  to  devices  that  were  in 
commercial  di.strihution  before  May  28. 
1970  (the  date  of  enactment  of  the  1970 
amendments),  as  “])reamendments 
devices.”  FDA  classifies  these  devices 
after  the  Agency  takes  the  following 
steps:  (1)  Receives  a  recommendation 
from  a  device  classification  panel  (an 
FDA  advisory  committee);  (2)  publishes 
the  panel’s  recommendation  for 
comment,  along  with  a  proposed 
regulation  classifving  the  device;  and  (3) 
publishes  a  final  regulation  classifying 
the  device.  F’DA  has  classified  most 
j)reamendment.s  devices  under  these 
l)rocedures. 

h’DA  refers  to  d(!vices  that  were  not  in 
commercial  distribution  before  May  28, 
1970,  as  “])ostamemhnent.s  devices.” 
'fhe.se  devices  are  classified 
automaticallv  hv  .statute  (.section  513(0 
of  the  FDit^U  Aci  (21  II.S.U.  30()c(0)  into 
class  III  without  any  FDA  rulemaking 
proce.ss.  These  devices  remain  in  class 
III  and  require  ])remarket  approval. 


unless  and  until:  (1)  FDA  reclassifies  the 
device  into  class  I  or  II;  (2)  F’DA  i.ssues 
an  order  classifving  the  device  into  class 
I  or  II  in  accordance  with  section 
513(0(2)  of  the  FD8:C  Act.  as  amended 
by  FDAMA;  or  (3)  I-’DA  issues  an  order 
finding  the  device  to  h(!  suh.stantially 
e(juivalent,  under  section  513(i)  of  the 
FD&C  Act  (21  U.S.U.  300c(i)).  to  a 
predicate  device  that  does  not  reepnre 
pnmiarket  approval.  The  Agency 
determines  whether  new  devices  are 
substantially  ec|uivalent  to  predicate 
devic(!s  by  means  of  premarket 
notification  iirocedures  in  section  51()(k) 
of  the  FD&C  Act  and  ])art  807  of  the 
regulations  (21  UFR  Part  807). 

A  person  may  market  a 
preamendments  device  that  has  been 
classified  into  class  III  through 
premarket  notification  j)rocedure!s, 
without  submission  of  a  premarket 
a])proval  ajiplication  (PMA)  until  FDA 
issues  a  final  regulation  under  section 
515(h)  of  the  FDttcC  Act  (21  U.S.C. 
300e(b))  requiring  premarket  a})j)roval. 

Section  510(m)  of  the  FD&C  Act 
provides  that  a  cla.ss  II  device  mav  b(! 
exempt(Kl  from  the  ))remarket 
notification  nujuirements  under  section 
510(k)  of  the  FD&C  Act.  if  the  Agenev 
determiiKis  that  premarket  notification 
is  not  necessarv  to  assure  the  .safetv  and 
effectiveness  of  the  device.  FDA  has 
determined  that  premarket  notification 
is  not  nece.ssarv  to  a.ssure  the  safetv  and 
effectiveness  of  .sc:leral  plugs  if  the 
material  is  a  surgical  grade  stainless 
steel  with  or  without  a  gold,  silver,  or 
titanium  coating. 

R.  Regulatoiy  Histoiy  of  the  Device 

After  the  enactment  of  the  Medical 
Devic;e  Amendments  of  1970.  FDA 
c:ommenced  to  identify  and  classify  all 
preamendments  devices,  in  accordance 
with  section  513(h)  (21  U.S.C.  30()c(h)) 
of  the  F’D&C  Act.  In  the  Federal  Register 
of  September  2.  1987  (52  FR  33340), 

FDA  classified  a  total  of  lOt)  generic 
tyj)es  of  ophthalmic  devices.  The  scleral 
plug  was  not  identified  in  this  initial 
effort.  FDA  has  regulated  scleral  plugs 
as  devices  reepdring  premarket 
notification  (51()(k)).  Scleral  plugs 
currently  on  the  market  have  b(!en 
determined  to  he  substantially 
ecjnivalent  to  devices  that  were  in 
commercial  distribution  prior  to  May 
28,  1970.  Currentlv,  FDA  regulates 
scleral  ])lugs  as  devices  re(iuiring 
premarket  notification  (51{)(k)).  There 
liave  been  ten  51()(k)  submissions 
received  and  clearixl  under  product 
code  LXP  (.scleral  plugs). 

Consistent  with  the  FDtvC]  Act  and  the 
regulations.  P’DA  consulted  with  the 
Ophthalmic  Devices  Panel  (the  Panel), 
an  FDA  advi.sory  committee,  regarding 
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the  elassirication  oi  this  device;  tyjH;  on 
January  22,  1998  (Rel.  1).  At  the  panel 
meeting,  the  Panel  recommended  scleral 
j)lngs  as  classification  as  class  1.  51()(k) 
exempt.  Two  51(){kJ  snhmissions  have 
been  cleared  since  the  panel  meeting. 

II.  Recommendation  oi'the  Panel 

During  a  public  meeting  which  was 
lu;ld  on  January  22,  1998,  the  Panel 
made  recommendations  regarding  the 
classification  and  regulatory  controls  lor 
the  scleral  j)lng.  FDA  is  proposing  the 
following  identification  based  on  the 
Panel's  recommendations  and  the 
Ag(;ncy's  review; 

A.  Identification 

A  scleral  plug  is  a  ])rescri])tion  device 
intended  to  jjrovide  tem])orarv  closure 
of  a  scleral  incision  during  an 
ophthalmic  surgical  jjrocedure.  These 
plugs  prevent  intraocular  fluid  and 
pressure  loss  when  instruments  are 
withdrawn  from  the  eye.  Scleral  plugs 
include  a  head  portion  remaining  above 
the  sclera,  which  can  he  gripj)ed  for 
insertion  and  removal,  and  a  shaft  that 
fits  inside  the  scleral  incision.  .Scleral 
pings  are  remov(;d  before  completing 
the  surgery.  Th(;refore,  lh(;y  are 
generally  only  used  in  operating  rooms. 
These  devices  are  often  made  of  surgical 
grade  stainless  ste(;l  and  can  he  coated 
in  gold,  silver,  or  titanium. 

.Scleral  plugs  have  a  long  and 
established  hi.storv  of  clinical  use.  Thev 
are  routinely  used  in  many  ophthalmic 
surgeries  (specifically,  vitreoretinal 
surgeries).  One  common  type  of 
vitr(;oretinal  surgery  is  \'itr(;ctomy. 
Vitrectomy  is  e.stimated  to  he  the  third 
most  freciuently  j)erformed  o])hthahnic 
surgical  oijeration,  after  cataract  and 
excimer  laser  refractive  surgery  (Ref.  2). 
Approximately  223,()()0  vitrectomies  are 
done  in  the  United  .States  each  vear  (Ref. 
2). 

B.  Recommended  Classification  of  the 
Panel 

Although  the  Panel  was  informed  that 
.scleral  plugs  have  historically  been 
treated  as  class  II  devices,  the  Panel 
recommended  that  a  scleral  plug  made 
of  a  material  previously  us(;d  in  legally 
marketed  devices  he  classified  into  class 
I  (g(;neral  controls)  and  lx;  exemjjt  from 
j)remarket  notification  because  the 
i)iocom])atil)ility  and  ahilitv  to  he 
.sterilized  have  already  been  established. 
The;  I’anel’s  rationale  for  suggesting  that 
the  scleral  plug  lx;  cla.ssified  into  class 
I  was  lx;cause  general  controls  would 
l)rovide  reasonable  assurance  of  the 
safety  and  effect iv(;ness  of  the  device 
type  if  it  is  made  from  a  material 
established  to  he  readily  sterilized  and 
hi(x:ompatihle.  During  the  panel 


discussion,  a  distinction  was  made  that 
.scleral  plugs  consisting  of  other 
materials  (i.e.,  materials  that  are  not 
already  included  iu  legally  marketed 
medical  devices  to  the  datt;  of  the 
classification  regulation)  should  he 
classified  into  cla.ss  II  and  reejuire 
hi(x:ompatihility  testing  as  a  special 
control. 

As  a  result  t)f  the  distinction  between 
materials  used  for  this  device,  the  Panel 
recommended  that,  unless  new 
materials  are  ])ro]x)sed,  the  device 
should  he  exemj)t  from  premarket 
notification. 

C.  Summary  of  Reasons  for 
Recommendation 

The  Panel  considered  FDA’s  extensive 
regidatory  experience  with  the  device 
type  and  the  Panel  memlx;rs’  personal 
knowledge  of  and  clinical  experience 
with  the  device  ty]ie.  The  Panel  also 
considered  the  long  historv  of  safetv  and 
effectiveness  of  the  device  over  many 
years  of  clinical  use.  The  Panel 
reconnnendetl  that  the  scleral  ])Iug  h(; 
classified  into  cla.ss  I  because  it 
concluded  that  general  controls  would 
j)rovide  reasonable  assurance;  of  the 
safety  and  effect ivene.ss  of  the  device 
type  if  it  was  made;  ire)m  a  mate;rial 
e;.stahlishe;el  le;  lx;  re;aelily  .ste;rilizeel  anel 
hie)e:e)mpatihle;.  The;  Panel  akso 
re;e;e)mme;nele;el  that  .se:le;ral  i)lugs  he; 
e;xe;mpt  freem  pre;m!irke;t  ne)tifie:atie)u 
re;e]idre;me;nt.s  if  the;  ])re)pe).se;el  ele;vie:e; 
eloes  not  introehieie;  ne;w  mate;rial.s  (i.e., 
materials  that  are;  ne)t  e;.stahlisheel  te;  lx; 
safe  for  this  tyi)e;  of  applie;ation). 

He)we;ver.  FDA  lx;lie;ve;.s  that  a  e:las.s  II 
e;la.ssifie;atie)n  is  api)re)priate;  anel 
e:e)nsiste;nt  with  the;  intent  eef  the  Panel 
to  e;stahli.sh  re;eiidre;me;nt.s  (.sue:h  as 
hiocomjjatihility  and  .ste;rility)  for  these; 
elevie:e;s.  Althe)ugh  the  Panel  ielentifieel 
potential  risks  anel  the  me;a,sure;s  that 
e:oulel  he  teeken  te)  mitigate;  these  risks, 
the;  Panel’s  re;ce)mme;nelation  of  class  1 
we)nlel  ne)t  jjermit  FDA  to  establish  as 
spe;e;ial  e;e)ntre)l.s  the;  mitigatiem  me;asnre;s 
eli.se:us.seel  (hioe:ompatihility,  .ste;rility). 
Therefexe,  while;  FDA  is  ne)t  aele)j)ting 
the;  Panel’s  recexnmenelatie)!!  eif 
e:la,s.sifie:atle)n  inte;  e;lass  I,  the;  Age;ne:y 
cegre;e;.s  with  the;  e;e)ne:e;rn.s  iinel  mitigcitie)n 
me;asure;s  elise  iis.se;el  by  the;  Panel  that 
we)ulel  .suj)j)e)rt  a  e:las.sifie:atie)n  uneler 
e;la.s.s  II. 

D.  Risks  to  Health 

Haseel  on  the;  Pane;l’.s  elise:u.ssie)n  anel 
re;e;e)nnne;nelatie)ns  anel  FDA’s  e;xpe;rie;ne:e 
with  the;  ele;vie:e;,  the;  risks  te;  health 
assexdateel  with  the;  .se:le;ral  jihigs  maele; 
from  surgical  grade;  stainle;.s.s  ste;e;l  with 
eer  without  golel,  silver,  or  titanium 
coeeting  anel  the  jnojjoseel  measures  te; 


mitigate;  the;se;  risks  are;  ielentifieel  in 
table  1  e)f  this  ele)e:ume;nt. 

Table  1— Health  Risks  and  Mitiga¬ 
tion  Measures  for  the  Scleral 
Plug  Made  From  Surgical 
Grade  Stainless  Steel 

[With  or  without  a  gold,  silver,  or  titanium 
coating] 


Identified 

risk 

Mitigation 

measures 

Infection . 

Sterility  Testing. 

Adverse  Tissue  Reac- 

Biocompatibility  Test- 

tion. 

ing. 

Loss,  breakage,  or 

Labeling. 

migration  of  the 

plug. 

For  sederal  ])lug.s  theit  are;  maele;  e)f 
surgical  graele;  stainless  ste;e;l  (with  or 
withenit  a  ge)lel,  silver,  e)r  titanium 
exeating)  the  following  spe;cial  exentreds, 
in  aelelition  tee  ge;ne;ral  exentrols,  e:an 
aelelre;s.s  the  risks  to  health  in  table  1  of 
this  eloeuiment  anel  jeroviele;  reasemahle; 
as.surane;e  of  safety  anel  e;ffe;e;tive;ue;.s.s  eef 
the;  eleviex;:  (1)  Performanex;  elata  must 
ele;me)n.strate;  the;  sterility  anel  shelf  life;  e)f 
the;  elevice:  (2)  the;  eleviex;  must  he; 
demeenstrateel  tee  he;  hie)ex)m])atihle;;  ;uul 
(3)  labeling  must  incluele;  all  infeermatieni 
re;eiiure;el  fe)r  the;  s;;fe;  ;mel  e;ffe;e;tive;  use;  eef 
the;  eleviex;.  inclueling  .sjx;e:ifie: 
instrue;tie)n.s  re;gareling  the;  ]nx)pe;r 
ine:i.sie)n  size,  plaex;me;nt,  anel  removal  of 
the;  ele;viex;. 

Because;  e)f  the  varying  jnerperties  e)f 
e)the;r  materials  anel  the;  ]3e)te;ntial  impae:t 
on  .safety  anel  e;ffe;e;tive;ne;s.s.  l'’DA  has 
ielentifieel  aelelitional  special  exentrols  ferr 
ele;viex;s  maele;  of  materials  other  than 
surgiexil  graele;  stainless  ste;el.  Ba.seel  on 
the;  Panel’s  eliseai.ssiem  anel 
recommenelatie)ns  anel  FDA’s  experience 
with  the;  eleviex;,  the;  risks  te;  health 
associciteel  with  the  .sederal  plugs  maele 
from  materials  other  than  surgiexil  graele 
stainle;.ss  .ste;el  anel  the  proposeel 
measures  to  mitigate  the.se  risks  are; 
ielentifieel  in  table;  2  of  this  elex.ument. 

Table  2— Health  Risks  and  Mitiga¬ 
tion  Measures  for  Scleral 
Plugs  Made  From  Materials 
Other  than  Surgical  Grade 
Stainless  Steel 


Identified 

risk 

Mitigation 

measures 

Infection  . 

Sterility  Testing. 

Shelf-life  Testing. 

Adverse  Tissue  Re- 

Biocompatibility  testing. 

action. 

Material  characteriza¬ 
tion. 

Performance  testing  to 
determine  the  level  of 
extractables. 
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Table  2— Health  Risks  and  Mitiga¬ 
tion  Measures  for  Scleral 
Plugs  Made  From  Materials 
Other  than  Surgical  Grade 
Stainless  Steel— Continued 


Identified 

risk 

Mitigation 

measures 

Loss,  breakage,  or 

Material  characteriza- 

migration  of  the 

tion. 

plug. 

Performance  testing  for 

Mechanical  Prop- 

erties. 

Labeling. 

'ITie  Agency  l)elieve,s  tliat  the 
following  special  controls,  in  addition 
to  general  controls,  will  provide 
reasonable  assurance  of  safety  and 
effectiveness  for  scleral  plugs  that  are 
composed  of  a  material  other  than 
surgical  grade  stainless  steel,  as  outlined 
in  table  2:  (1)  Performance  data  must 
demonstrate  the  sterility  and  shelf  Hie  of 
the  device:  (2}  the  device  must  he 
demonstrated  to  he  t)iocom})atihle:  (3) 
characterization  of  the  device  materials 
must  he  performed;  (4}  performance 
data  must  demonstrate  acce])tahle 
mechanical  pro])erties  under  simulated 
clinical  use  conditions  iiudiiding 
insertion  and  removal  of  the  devic(;:  (.5) 
piirformance  data  must  demonstrate 
adeejuately  low  levels  of  the  extractahles 
or  residues  from  manufacturing  (or 
processing!  of  the  device:  and  (6} 
labeling  must  include  all  information 
recjuired  for  the  safe  and  effective  use  of 
the  device,  including  specific 
instructions  regarding  the  projier 
incision  size,  ])lacement,  and  removal  of 
the  device.  In  addition,  the  .scleral  plug 
is  a  prescription  device  and  must  he 
used  in  accordance  with  21  (]FR 
801. 109. 

III.  Proposed  (Massificalion  and  FDA’s 
Finding 

Adverse  events  involving  scleral 
pings  are  rare,  as  evidenced  by  the  fac:t 
that  FUA  identified  only  a  single 
adverse  event  in  our  repf)rting  systems 
and  two  adverse  events  in  the  published 
literature  (Refs.  3  and  4).  The  one 
adverse  event  reportcul  to  FDA  resulted 
in  no  ])ersi.stent  adverse  effects  to  the 
patient  and,  according  to  the  report,  this 
s])ecific  tyjK!  of  non-metal  lie  scleral 
plug  was  (iiscontinned  and  replaced 
with  surgical  grade  stainless  steel  scleral 
plug.s. 

I’DA  believes  that  a  class  II 
classification  is  consi.stent  with  the 
intent  of  the  Panel  to  establish 
reciuirements  (such  as  hiocomjjatihility 
and  sterility)  for  these  devices.  The 
identified  sjiecial  controls  mitigate  the 
known  risks  of  the  de\'ice  that  were 


identified  by  the  Panel.  However,  the 
FDA  does  not  agnu;  with  the  Panel  that 
all  materials  included  in  legally 
marketed  .scleral  devices  can  he 
exempted  from  .51()(k)  due  to  the 
potential  for  .safetv  concerns  in  .some 
materials  that  will  reciuire  specific 
material  information  and  ])erformance 
data  to  provide  a  nuisonahle  assurance 
of  .safety  and  effectivcuiess.  FDA  believes 
this  type  of  information  should  he 
reviewed  by  FDA  ])rior  to  a  device  being 
marketed  in  the  United  States. 

FDA  propo.ses  the  .scleral  plug  he 
classified  into  cla.ss  II.  The  special 
controls,  in  addition  to  general  controls, 
will  ])rovide  rea.sonahle  assurance  of  the 
sahdy  and  effectivene.ss  of  the  device. 
FDA  also  agrees,  in  part,  with  the 
Panel’s  recommendation  that  premarket 
notification  is  not  necessary  to  assure 
the  safety  and  effectivene.ss  of  scleral 
j)higs  if  new  materials  are  not 
introduced  and,  therefore,  the  Agency  is 
giving  notice  of  intent  to  exempt  the 
scleral  jdng  device  from  premarket 
notification  recjuirements  if  the  device  is 
made  from  surgical  grade  stainless  steel 
(with  or  without  a  gold,  silver,  or 
titanium  coating). 

IV.  Proposed  ElTective  Date 

FDA  proposes  that  any  final 
regulation  l)a.sed  on  this  proposal 
become  effeedive  30  days  after  its  date 
of  ])nhlic;ation  in  the  kTuIeral  Register. 

V.  Environmental  Impact 

The  Agenc:y  has  determined  under  21 
CFR  2.5.34(h)  that  this  action  is  of  a  type 
that  does  not  individually  or 
cumulatively  have  a  significant  effei.t  on 
the  human  environment.  Therefore, 
neither  an  environmental  assessment 
nor  an  environmental  impact  statement 
is  required. 

VI.  Analysis  of  Impacts 

FDA  has  examined  the  impacts  of  the 
])ropo.sed  rule  under  Executive  Grder 
12800  and  Executive  Grder  13503.  the 
Regulatory  Flexibility  Act  (5  IJ.S.C. 
0()l-(il2),  and  the  lJnfnnd(!d  Mandates 
Reform  Act  of  1995  (Pub.  L.  104-4). 
Executive  Orders  12800  and  13503 
din;ct  Agencies  to  assess  all  costs  and 
benefits  of  available  regulatory 
alternatives  and,  when  regulation  is 
neces.sary,  to  sehict  regulatory 
apju’oaches  that  maximize  net  hmiefits 
(including  potential  economic, 
environmental,  j)nl)lic  health  and  safety, 
and  other  advantages;  distributive 
imj)acts;  and  equity).  The  Agency 
believes  that  this  juopo.sed  rule  is  not  a 
significant  regulatory  action  as  defined 
by  Executive  Order  12800. 

The  Regulatory  Flexibility  Act 
retiuires  Agencies  to  analyze  regulatorv 


oj)tion.s  that  would  minimize  any 
significant  impact  of  a  rule  on  small 
entities.  Because  the  ])ix)posed 
regulation  will  cla.ssify  a  previouslv 
unclassified  j)re-Amendment  device 
ty])e.  there  are  only  five  registeixul 
establishments  listed  in  the 
Establishment  R(!gi.stration  and  D(!vice 
Listing  database,  and  the  ])roj)o.sed 
regulation  designating  the  classification 
of  scleral  plugs  as  cla.ss  II  is  consi.stent 
with  the  hi.storical  regulatory  oversight 
given  to  this  device  ty])e,  the  Agenc:y 
jjrojjoses  to  certify  that  the  final  rule 
will  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities. 

Section  2()2(a)  of  the  Unfunded 
Mandates  Reform  Act  of  1995  nujuires 
that  Agencies  pre])are  a  written 
.statement,  which  includes  an 
assessment  of  anticipated  costs  and 
benefits,  before  projjosing  “any  rule  that 
includes  any  Federal  mandate  that  may 
result  in  the  expenditure  by  State,  local, 
anil  tribal  governments,  in  the  aggregate, 
or  by  the  private  .sector,  of  .SI  ()().()()(),()()() 
or  more  (adjusted  annually  for  inflation) 
in  any  one  year.”  The  current  threshold 
after  adju.stment  for  inflation  is  $139 
million,  using  the  most  current  (2011) 
Implicit  Price  Deflator  for  the  (iro.ss 
Dome.stic  Product.  FDA  does  not  expect 
this  proposed  rule  to  result  in  anv  1- 
year  expenditure  that  would  meet  or 
exceiul  this  amount. 

The  proposed  rule  would  impact 
current  manufacturers  if  thev  were  to 
make  changes  to  their  existing  products 
and  any  manufacture  wanting  to  market 
a  new  .scleral  i)lng.  If  the  new  or 
changed  product  is  made  of  surgical 
grade  stainless  steel  with  or  without 
gold,  silver,  or  titanium  coating, 
manufacturers  could  begin  marketing 
after  they  comj)lied  with  the  propo.sed 
special  controls.  They  would  not  need 
to  submit  an  application  to  the  Agency 
for  j)reaj)])roval.  There  would  he  no 
change  from  current  requirements  for 
new  products  made  of  alternative 
materials:  they  would  need  j)remarket 
notification  before  marketing. 

VII.  Paperwork  Reduction  Act  of  1995 

This  ])ropo.sed  rule  e.stahlishes  .special 
controls  that  refer  to  currentlv  approved 
collections  of  information  found  in 
other  FDA  regulations.  The.se 
collections  of  information  are  subject  to 
review  by  the  Office  of  Management  and 
Budget  (OMB)  under  the  Paj)erwork 
Reduction  Act  of  1995  (44  U.S.C.  3501- 
3520).  The  collections  of  information  in 
21  CFR  part  807,  suhpart  E.  have  been 
apj)roved  under  OMB  control  number 
0910-0120;  the  collections  of 
information  in  21  CFR  part  801  have 
been  ajjproved  under  ()MB  control 
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miini)er  OHl 0-048.');  the  collections  of 
information  in  21  Cl’K  part  807  have 
l)e(!n  apinoved  under  ()MB  i;ontrol 
mnnher  05)10-0387. 

VIII.  (Comments 

Interested  persons  may  submit  to  the 
Division  of  Dockets  Management  (.see 
ADDRESSES)  (‘it her  ehictronic  or  written 
comments  regarding  this  dotaiment.  It  is 
only  iKices.sary  to  send  one  .set  of 
comments.  Identify  comments  with  the 
docket  numher  found  in  brackets  in  the 
heading  of  this  document.  Received 
comments  may  he  .seen  in  the  Division 
of  Dockets  Management  between  5)  a.m. 
and  4  p.m.,  Monday  through  Friday. 

IX.  References 

The  following  nderences  have  Ixum 
))laced  on  display  in  the  Division  of 
llockets  Management  (.see  ADDRESSES) 
and  may  he  seen  by  int(!r(;sted  ptirsons 
between  5)  a.m.  and  4  j).m.,  Monday 
through  Friday  and  an;  available 
electronically  at  htip:// 
w’w'w'.wgiildtions.gov.  (FDA  has  x  eriluxl 
the  Wei)  site  addres.ses  of  the  following 
references,  hut  I'DA  is  not  responsible 
for  any  suhsecpient  changes  to  the  Web 
site  after  this  document  publishes  in  the 
Federal  Register.) 

1.  'fiimscrii)!  from  tlu;  l-'ood  and  Drug 
Admiiiislralion  Ophthalmic  Dm  ices  Famd 
Miuiting.  lamiarv  22. 
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I.«!(:lnr(!:  Opmi  Angh;  Olaucoma  Alter 
Vilniclomy.”  Amviicun  loiinKil  of 
Ophthalmolof’y.  \’u\.  141((>):  l)p.  11)33-1043. 
(ime  200().  availal)le  at  hdp:/ ! 
www.Hchmrodirort.com/scionco/arlich/pii/ 
S()()()2!)3;)4()(>()()254(i. 

3.  .Stewart,  M.  \V..  "Intraoperative 
Kadiogra|)liic  l)(4(!clion  of  a  l.osf  Scleral 
Plug."  Rolioa.  vol.  2.')(4):  ])]).  ,')2li-.i27.  )nne 
200,'). 

4.  Hovino.  ).  A.  and  D.  F.  Marcus. 
‘■Intraocular  Foreign-Hodv  Hazard  During 
Vitrectomy.”  Amoiicon  loiirnol  of 
Opiuhalmology.  vol.  93  (3):  ]).  300.  March 
19H2. 

List  of  Subjects  in  21  (IFR  Part  888 

Medical  devices.  ()i)hthalmic  goods 
and  .services. 

Therefore,  under  the  Fedentl  Food. 
Drug,  and  Cosmetic  Act  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  FDA  pro])oses  to 
amend  part  880  as  follows: 

PART  886— OPHTHALMIC  DEVICES 

■  1 .  The  authority  citation  for  21  CFR 
part  880  continues  to  read  as  follows: 

Authority:  21  U.S.C.  3.')1.  3(H).  3(H)c.  3(H)e. 
3(H)i.  371. 

■  2.  In  .suhj)art  E,  add  §  880.4 1 .').')  to  read 
as  follows: 


§886.4155  Scleral  plug. 

(a)  hlontificdiion.  A  scleral  ping  is  ti 
prescription  device  intended  to  provide 
temporary  closure  of  a  scleral  incision 
during  an  ophthalmic  surgical 
])rocednre.  The.se  plugs  prevent 
intraocidar  fluid  and  pressure  lo.ss  when 
instruments  are  withdrawn  from  the 
eye.  Scleral  i)lugs  include  a  head 
portion  remaining  above  the  sclera, 
which  can  he  gripi)ed  for  insertion  and 
removal,  and  a  shaft  that  fits  inside  the 
scleral  incision.  Scleral  i)lngs  are 
removed  before  completing  the  snrgerv. 

(h)  (ddssification.  Class  II  (sjjecial 
controls).  The  special  controls  for  the 
scleral  ping  are: 

(1)  The  device  is  exem))t  from  the 
premarket  notification  procedures  in 
suhpart  E  of  j)art  807  of  this  chapter 
subject  to  the  limitations  in  §  880.0  if 
the  material  is  a  .surgical  grade  stainless 
steel  with  or  without  a  gold,  silver,  or 
titanium  coating.  The  s])ecial  controls 
for  the  surgical  grade  stainle.ss  steel 
.scleral  jihig  (with  or  without  a  gold, 
silver,  or  titanium  coating)  are: 

(i)  The  device  must  he  demonstrated 
to  he  sterile  during  the  labeled  shelf  life: 

(ii)  The  device  must  he  demonstrated 
to  he  hiocom|)atihle;  and 

(iii)  Labeling  mu.st  include  all 
iidbrmation  recpnred  for  the  safe  and 
effective  use  of  the  device,  including 
s])ecific  instructions  regarding  the 
pro])er  sizing,  ])lac:ement,  and  removal 
of  the  device. 

(2)  The  device  is  not  exempt  from 
premarket  notification  procedures  if  it  is 
com])osed  of  a  material  other  than 
surgical  grade  .stainhi.ss  steel  (with  or 
without  a  gold,  silver,  or  titanium 
coating).  The  special  controls  for  scleral 
plugs  made  of  other  materials  are: 

(i)  The  device  must  he  demonstrated 
to  he  .sterile  during  the  labeled  shelf  life: 

(ii)  The  device  mu.st  he  demon.strated 
to  he  hiocompatihle: 

(iii)  Characterization  of  the  device 
materials  mu.st  he  j)erformed: 

(iv)  Performance  data  must 
demon.strate  acce])tal)le  mechanit:al 
j)roperties  under  simulated  clinical  use 
conditions  including  insertion  and 
removal  of  the  device; 

(v)  Performance  data  must 
demonstrate  adecpiatelv  low  levels  of 
the  extractahles  or  residues  from 
manufacturing  (or  processing)  of  the 
device:  and 

(vi)  Labeling  must  include  all 
information  recpiired  for  the  .safe  and 
effective  use  of  the  device,  including 
.sj)ecific  instructions  regarding  the 
proper  sizing,  ])lacement,  ami  removal 
of  the  device. 


Dated:  |amiarv  17.  2013. 

Leslie  Kux, 

Asuislonl  (Jonunissionor  for  Policy. 
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DEPARTMENT  OF  EDUCATION 
34  CFR  Chapter  III 

Proposed  Priorities  and  Definitions — 
NIDRR  DRRP — Community  Living  and 
Participation,  Health  and  Function,  and 
Employment  of  Individuals  With 
Disabilities 

agency;  Office  of  Special  Education  and 
Rehabilitative  Services,  Department  of 
Education. 

ACTION:  Proposed  priorities  and 
definitions. 


CFDA  Niimhers;  84.133A-3.  H4.133A-4.  and 
84.133A-.'1. 

SUMMARY:  The  Assistant  Secretary  for 
.S])ecial  Education  and  Rehabilitative 
.Services  ])ropo.se.s  funding  ])rioritie,s  and 
definitions  for  the  Disability  and 
Rehabilitation  Research  Projects  and 
('.enters  Program  admini.stered  by  the 
National  Institute  on  Disability  and 
Rehabilitation  Research  (NIDRR). 
.Specifically,  this  document  ])ropo,ses 
])riorities  for  a  Di.sahility  and 
Rehabilitation  Research  Project  (DRRP) 
on  Oommunity  Living  and  Particij)ation 
of  Individuals  with  Disabilities 
(Proposed  Priority  1).  a  DRRP  on  Health 
and  Function  of  Individuals  with 
Disabilities  (Proposed  Priority  2),  and  a 
DRRP  on  Employment  of  Individuals 
with  Disabilities  (Proi)osed  Priority  3).  If 
an  aj)])licant  pro])oses  to  conduct 
research  under  these  priorities,  the 
research  mu.st  he  focused  on  one  of  the 
four  stages  of  research.  This  document 
proposes  definitions  for  the  four  stages 
of  research:  exi)loration  and  discovery, 
intervention  development,  intervention 
efficacy,  and  scale-ii])  evaluation.  The 
Assistant  Secretarv  may  use  one  or  more 
of  these  priorities  and  definitions  for 
com])etition.s  in  fiscal  year  (P’Y)  2013 
and  later  years.  We  take  this  action  to 
focus  re.search  attention  on  ai’eas  of 
national  need.  We  intend  the.se 
priorities  and  definitions  to  contribute 
to  im])roved  emplovment  and 
independent  living  outcomes  for 
individuals  with  (lisahilities. 

DATES:  We  mu.st  receive  your  comments 
on  or  before  Pehruarv  2.'),  2013. 
ADDRESSES:  Address  all  comments  about 
this  document  to  Marlene  .Si)encer,  IJ..S. 
Department  of  Education.  400  Maryland 
Avenue  .SW.,  Room  .'ll  33,  Potomac 
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C'enter  Plaza  (PCP),  Washington,  DC 
2()2()2-27()(). 

If  yon  jirofer  to  send  yonr  eonnnents 
l)y  email,  use  the  following  address: 

Yon  must 

inehule  the  ])hra.se  “Projiosed  Priorities 
for  Combined  RRTC  Notice"  in  the 
subject  line  of  yonr  electronic  message. 
FOR  FURTHER  INFORMATION  CONTACT: 
Marlene  S])enc(!r.  Telephone:  (202)  245- 
7532  or  hv  email: 
nini'hne.s})nncf^i'@(^d.<’ov. 

If  you  use  a  telecommunications 
device  for  the  deaf  (TDD)  or  a  text 
telephone  (TTY),  call  the  Federal  Relay 
Service  (ld<S),  toll  free,  at  1-800-877- 
8339. 

SUPPLEMENTARY  INFORMATION:  This 
notice  of  jiropo.sed  priorities  and 
definitions  is  in  concert  with  NlDRR’s 
currently  approved  Long-Range  Plan 
(Plan).  The  currently  approved  Plan, 
which  was  ]mhlished  in  the  Federal 
Register  on  February  15,  2000  (71  FR 
8105),  can  he  accessed  on  the  Internet 
at  the  following  site:  htt}):// 
\\’\\’\\’2.(Hl.gov/Uigisl(iiion/FedRep,istei/ 
other/2()06-l/021 5lHid.pdf. 

Through  the  imjilementation  of  the 
currently  apjiroved  Plan,  NIDRR  seeks 
to:  (1)  hn])rove  the  (luality  and  utility  of 
di.sahility  and  rehabilitation  research; 

(2)  foster  an  exchange  of  experti.se, 
information,  and  training  to  facilitate 
the  advancement  of  knowledge  and 
understanding  of  the  uni(|ue  needs  of 
traditionally  underserved  jiopulations: 

(3)  determine  best  .strategies  and 
lirograms  to  imjnove  rehabilitation 
outcomes  for  under.served  jiopnlations; 

(4)  identify  research  gajis;  (5)  identify 
mechanisms  of  integrating  resean:h  and 
practice;  and  (0)  disseminate  findings. 

This  doc:ument  propo.ses  three 
priorities  and  four  definitions  that 
NIDRR  intends  to  u.se  for  a  DRRP 
competition  in  FY  2013  and  ])ossihly 
later  years.  Dowever,  nothing  precludes 
NIDRR  from  publishing  additional 
priorities  and  definitions,  if  needed. 
Furthermore,  NIDRR  is  under  no 
obligation  to  make  an  award  using  any 
of  these  priorities.  The  decision  to  make 
an  award  will  he  based  on  the  (luality 
of  ap])lications  received  and  available 
funding. 

Invitation  to  (k)nnnont:\\hi  invite  yon 
to  submit  comments  regarding  this 
document.  To  ensnri!  that  your 
comments  have  maximum  effect  in 
developing  the  notice  of  final  ])riorities. 
we  urge  you  to  identify  clearly  tin; 
sjiecific  priority  or  definition  that  each 
comment  addres.ses. 

We  invite  you  to  assi.st  us  in 
complying  with  the  sjiecific 
nupiirements  of  Executive  Orders  12888 
anil  its  overall  re(]uirement  of  reducing 


regulatory  burden  that  might  result  from 
these  jiroposed  jiriorities  and 
definitions.  Please  let  us  know  of  any 
further  ways  we  could  reduce  potential 
costs  or  increa.se  potential  benefits 
while  ])reserving  the  effective  and 
efficient  admini.stration  of  the  jirogram. 

During  and  after  the  comment  period, 
you  may  insjiect  all  public  comments 
about  this  document  in  Room  5133,  550 
12th  Street  SW.,  P(iP,  Washington,  DO. 
between  the  hours  of  8:30  a.m.  and  4:00 
p.m.,  Washington,  DO  time.  Monday 
through  Friday  of  each  week  excejit 
Federal  holidays. 

Assistance  to  Individuals  with 
Disabilities  in  Reviewing  the 
Rnleinaking  Record:  On  reijuest  we  will 
provide  an  appropriate  accommodation 
or  auxiliary  aid  to  an  individual  with  a 
disability  who  needs  assistance  to 
review  the  comments  or  other 
documents  in  the  public  rulemaking 
record  for  this  document.  If  vou  want  to 
schedule  an  apiiointment  for  this  ty])e  of 
accommodation  or  auxiliary  aid,  please 
contact  the  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 

Purpose  of  Program:  The  purpose  of 
the  Disability  and  Rehabilitation 
Re.search  Projects  and  (ienters  Program 
is  to  plan  and  conduct  research, 
demonstration  projects,  training,  and 
related  activities,  including 
international  activities,  to  develo]) 
methods,  procedures,  and  rehabilitation 
technology,  that  maximize  the  full 
inclusion  and  integration  into  society, 
employment,  independent  living,  family 
support,  and  economic  and  social  .self- 
sufficiency  of  individuals  with 
disabilities,  especially  individuals  with 
the  mo.st  severe  disabilities,  and  to 
imjirove  the  effectiveness  of  services 
authorized  under  the  Rehabilitation  Act 
of  1973,  as  amended  (Rehabilitation 
Act). 

Disability  and  Rehabilitation  Research 
Projects 

The  purpose  of  NlDRR’s  DRRPs, 
which  are  funded  through  the  Di.sahility 
and  Rehabilitation  Ke.sinu'ch  Projects 
and  Centers  Program,  is  to  improve  the 
effectiveness  of  .services  authorized 
under  the  Rehabilitation  Act  by 
develo])ing  methods,  procedures,  and 
rehabilitation  technologies  that  advance 
a  wide  range  of  independent  living  and 
em])lovment  outcomes  for  individuals 
with  di.sahilities,  e.s|)ecially  individuals 
with  the  most  severe  disabilities.  DRRPs 
carry  out  one  or  more  of  the  following 
types  of  activities,  as  sjiecified  and 
defined  in  34  CFR  350.13  through 
350.19:  Re.search,  training, 
demonstration,  development, 
dissemination,  utilization,  and  technical 
a.ssi.stance. 


An  apiilicant  under  this  jirogram  must 
demonstrate  in  its  apiilication  how  it 
will  address,  in  whole  or  in  part,  the 
needs  of  individuals  with  disabilities 
from  minority  hackgronnds  (34  CFR 
350.40(a)).  The  ajiproaches  an  applicant 
may  take  to  meet  this  reiiuirement  are 
found  in  34  (]FR  350.40(1)).  Additional 
information  on  the  DRRI’  program  can 
he  found  at:  www.ed.gov/rschstat/ 
research/ pubs/ res-prograin.htini^DRRP. 

Program  Authority:  29  U..S.(;.  7(i2(g)  aiul 
704(a). 

Applicable  Program  Regulations:  34 
CFR  part  350. 

Propo.sed  Priorities 

This  document  contains  three 
propo.sed  priorities.  Each  priority 
reflects  a  major  area  or  domain  of 
NlDRR’s  research  agenda.  The.se 
domains  include  community  living  and 
particijiation.  health  and  function,  and 
em])loyment  of  individuals  with 
di.sahilities. 

If  the  applicant  projtoses  to  conduct 
re.search  under  the.se  priorities,  the 
research  must  he  focused  on  a  specific 
.stage  of  re.search.  If  the  DRRP  is  to 
conduct  research  that  can  he  categorized 
under  more  than  one  .stage,  or  research 
that  progresses  from  one  stage  to 
another,  tho.se  stages  must  he  clearly 
specified.  For  purposes  of  these 
priorities,  the  stages  of  re.search  (i.e., 
exploration  and  discovery,  intervention 
development,  intervention  efficacy,  and 
.scale-u])  evaluation)  are  defined  in  the 
DEFINITIONS  section  of  this  document. 

Propo.sed  Priority  1 — Disability 
Kebabilitation  Research  Project  on 
Community  Living  and  Participation  of 
Individuals  With  Disabilities 

Background 

The  United  States  Supreme  Court’s 
Ohnstead  decision.  527  U.S.  581  (1999), 
reqinres  States  to  provide  services  “in 
the  most  integrated  .setting  appropriate 
to  the  needs  of  qualified  individuals 
with  disabilities,’’  except  in  the  rare 
instances  where  the  individual  objects 
or  com|)etent  professionals  consider  it 
inappropriate.  Id.  at  807.  Federal  efforts 
to  sup])ort  the  implementation  of  this 
decision  have  included,  among  others, 
the  New  Freedom  Initiative,  the  Year  of 
Communitv  Living.  Community  First 
Choice,  and  the  Monev  Follows  the 
Per.son  demonstration  program.  Despite 
the.se  national  efforts,  individuals  with 
disabilities  of  all  ages  continue  to 
experience  significant  harriers  to  living 
in  the  community  and  participating  in 
the  typical  educational,  emi)loynient. 
recreational,  and  civic  and  social 
activities  (Reinhart,  et  ah,  2011: 


Hmitonvillo  ot  al  201 1 ;  Hrault.  2008; 

u-  ""  Hisabilitv  (NCD). 

2004;  KiniiiHjr  ot  al..  2004;  Gib.son 
2()0:i).  Barrions  to  living  and 

wiiuapation  inclndo.  but  ari;  not  ^ 
bniitod  to,  insnfficioiit  affordablo  bonic 
connnnnity-ba.sod  long-tonn 
sorvH:o.s  and  .snpport.s  (LTSS).  .snob  a.s 
ponsonal  a.s.si.stanco.  a.s.si.stancc  for 
bimily  carngivons.  as.si.stivo  tocbnologio.s 
‘ind  d(!VK;o.s.  and  boine  modifications- 
|>bortago.s  of  affordable  and  acc.o.ssiblc’ 
noii.sing;  niad(;(piato  tran.sportafion 
sorvices;  bniitod  jior.sonal  knowlodgo  of 

sta  n.s  K,oopor.  O  f  ara  Zovistow.ski. 
1^011,  Reinhart  et  al..  2011:  NCD.  2004- 
Riininer.  et  al..  2004;  (bb.son.  200:i)  ’ 

C.S.  Census  Bureau  data  indicate  that 
<m  o.stiinated  8  million  adults  in  the 
non-institutionalized  population  need 
pi.rsonal  assistance  with  activities  of 
living  (e.g..  bathing,  dressing,  and 
11**  Uks.  Census  Bureau.  2000) 
by  20.10.  this  number  is  estimated  to 
maea.se  to  between  8.8  million  and  12.:i 
mi  bon  (U.S.  Census  Bureau.  2009).  In 
. ic  (  1  ion.  while  studies  show  that  most 
.Kiults  requiring  assistance  with  dailv 
|»-bvitie.s  prefer  to  live  with  .sup,K,rt  ‘in 
ai  own  homes  (Salomon,  2010- 

(.ib.son.200:i).  there  is  a  growing’ 
di.sjianty  between  the  need  for  and 
■supply  of  paid  and  informal  direct  can* 
workers  and  familv  caregivers  ' 

B  ill).  2008;  Hewitt  iit  al.,  2008-  IJ  S  * 

ncpartinentofflealth  and  Human  ’ 

Sei vices,  200;i).  In  a  2007  national  ‘ 

Mirvey.  80  p(,rcent  of  States  considered  ‘ 
tlic  .shortage  of  direct  care  workers  to  he  " 
11  .sonoiis  issue  affecting  their  ahilitv  to  ' 
moot  the  growing  demand  for  long-term  !' 
f^ryices  and  supports  among  adufis 
"itfi  disabilities  (PHI,  2005t).  *i 

Individuals  with  disabilities, 
especially  those  with  more  .significant  R 

(h.sahilities.  report  feeling  sociallv 
isolated  and  lonelv  in  their  ' 

nv,',r,l' 'in'l'i !' Tf"-  Kniniz 

h  r  participation  than 

he  r  counterparts  without  di.sahilities  Hr 

Di.sahilitv. 

2  0.  Sheppard-Jones.  Prout  ik  Kleinert, 
200.)).  and  jiartiajjate  in  fewer 
community  activities  than  their 
counterparts  without  di.sahilities  For 
example,  despite  the  evidence  of 

-t.s  of  regular  physical  activitv  for 

and  unctioning.  iiKhviiluais 

\Mth  di.sahilities  are  far  le.ss  likelv  to 
engage  in  physically  active  lifestvles 
ban  are  individuals  without  di.sahilities 
20  '  n  "V  et  al..  ^^1, 

2008)  .Similarly,  individuals  with 

disabilities  are  much  less  likelv  than 
tfio.se  without  di.sahilities  to  heactivelv 
engaged  in  the  workforce. 
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Aijproximately  18  percent  of 
individuals  with  di.sahilities  who  are 
aye  K.  or  ohler  are  employ(,d,  compared 
to  ()4  percent  of  tho.se  without 

'  2(n 21*  T  hahor. 

2012).  la  addre.ss  di.sparities  in 

community  participation,  and  to 

improve  Ihe  opportunities  and  abilities 

of  indiVK  uals  with  di.sahilities  to  live  a.s 

integrated  members  of  thi'ir 

c-omimmities,  NIDRR  propo.ses  to  fund 

one  .,rinoreDi.sahility  Rehabilitation 

^  Re.search  l’roject(.s)  (DRRP.s)  ou 

I'O'ninnnity  Living  and  l^irticipation  for 
I^isahilities. 

N  DRR  ha.s  funded  a  wide  range  of 
disability  research  and  development 
projects  related  to  the  communitv  living 
and  particij)ation  of  individuals  with  ‘ 

PI*'’*'  *Nnnuu  "  with  NIDRR's 

I  Ian,  NIDRR  .seeks  to  build  on  these 

mvestinents  by  supporting  innovative 
and  well -designed  re.search  and 
development  projects  that  fall  under  one 

;;:;;;;’r"o  NIDRR.,  general  ••communitv 

"  ‘Old  particijiation”  prioritv  areas  ‘ 
as  described  in  the  following  proposed’ 

priority.  NIDRR  hopes  to  inaea.se 

competition  and  innovation  hv  allowim- 
appheant.s  to  siiecify  th,.  re.search  topic.s 
1  ndei  the  broad  jinoritv  areas  within 

he  community  living  and  participation 

domain.  If  an  apjilicant  propo.ses  to 
(.onduct  research  activities,  the 
applicant  must  identify  the  relevant 
priority  area  or  areas,  indicate  the  stage 
or  stages  of  the  jiroposed  research  (i.e^ 
exploration  and  discovery,  intervention 
deyelopnient.  intervention  efficaev.  and 
sea  e-up  evaluation),  justify  the  neetl 
and  rationale  for  re.search  at  the 
projio.sed  stage  or  stages,  and  describe  '' 
liil  y  an  ajipropriate  methodol„»v  or 
methodologies  for  the  jiroposed  ' 
research. 


“""n"'  n  '  .S..  Seavev. 

ly.  I  logo,  M..  Morri.s,  ).  (2008).  A 

Syiillio.sis  of  Diroci  .Sorvico  VVorklorco 
Beniogn, pines  and  Cl, allonges  Ae.oss 

nIolloelnal/Dovolopinonlal  Disaliiliiios 
Aging.  Phv.siealDisahililios.  and 
Holiaviorallloallli.  Nalional  Diroel 

Sorvico  Worklo,-,;,,  Kosonreo  Canilor, 
Available  Iron,:  n  n  n-.f/.snro.wnreoeen/o,-. 
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Proposed  Priority  1 

riie  Assistant  .Sec:re!tarv  for  .S])e)(:ial 
Feiucation  anel  Redialiilitative  Services 
])rope)ses  a  ])rie)ritv  for  a  Disability 
Rehabilitation  Re).se)are:h  Pre)je!(:t  (DRRP) 
eui  (ioinmunity  Living  anel  Participatit)n 
e)f  Inelividuals  with  Disabilities.  The 
DRRPs  must  ce)ntribnte  to  the  e)iite;e)nie 
e)f  maximizing  the  ce)mmimity  living 
anel  participation  oute:om(!s  of 
inelivieluals  with  disabilities. 

(1)  To  contribute  to  this  outcome,  the 
DRRP  must- 

fa)  Condue:t  either  research  activities 
ejr  development  activitiexs,  in  one  or 
me)re  of  the  fe)llowing  prienity  areas: 

(i)  Techne)le)gy  to  improve  e:omnumity 
living  and  participation  outcomes  for 
inelividuals  with  disabilities,  generally 
or  within  .spe)e;ific  disahility  e)r 
eleme)graphic  groujis. 

(ii)  Inelividnal  and  environmental 
factors  associatexl  with  impreeveel 
community  living  and  jiarticipation 
e)ute;omes  for  inelivieluals  with 
elisahilitieis  generally  or  within  .spee;ifie; 
eliscihility  eer  eleme)graphie;  gre)n}).s. 

(iii)  Inteirvemtieens  that  e:e)ntribute  tee 
improveKl  ce)miminitv  living  anel 
jiarticijiatieHi  e)ute:e)me:.s  fe)r  inelivieluals 
with  elisabilitieis  generally  e)r  within 
.s])ee;ifie:  elisahility  or  eleme)graj)hie: 
grouj).s.  Inteo  ventiems  incluele  any 
.strate!gy,  prae;tice,  i)i’ogram,  ])olie:y,  or 
te)e)l  that,  whem  implementeel  as 
inteneled,  e;ontrihute!s  te)  improvements 
in  outceemes  fe)r  inelivieluals  with 
eliscihilitie!s. 


(iv)  Effee;ts  of  geevernment  i)otie;ie.s  anel 
preegiams  ein  e;e)mmunity  living  anel 
partie:i])atie)n  e)ute:e)me).s  feer  inelivieluals 
with  elisabilitieis  geneirallv  or  in  .spe!e:ifie: 
elisahility  eer  eleme)graphie;  groups. 

(v)  Re!.seare;h,  knowleulge  translation, 
anel  e:apae;ity  bedleling  for  impre)veel 
e;e)mmunity  living  anel  partie:ipatie)n 
e)ute;e)me.s  feer  inelivieluals  with 
elisahilitieis  generally  e)r  within  spe)e:ifie; 
elisahility  or  elemeegraphie;  gre)ui)s. 

(vi)  Prae:tie:e.s  anel  pe)licie:s  that 
e:e)ntribnte  te)  im])re)veel  e:e)mmimitv 
living  anel  partie:ipatie)n  e)utce)mes  fe)r 
tiansition-ageel  youth  with  eli.sahilities; 

(h)  If  conehie:ting  rexseare:!)  uneler 
paragraph  (l)(a]  of  this  ])rie)rity.  feK:us  its 
researedi  on  a  spexdfic  stage  e)f  re).seare:h. 

If  the  DRRP  is  te)  ce)neluct  rese)are:h  that 
e:an  be  e;ate!ge)rizeel  uneler  me)re  than  eene 
stage,  incliieling  re:se!are:h  that  pre)gre).s.ses 
from  e)ne  stage  te)  another,  the).se  stages 
must  he  e:le)arly  .s])ee:ifieel.  The)se  stagers, 
eixploration  anel  elise:e)verv,  inlerventie)n 
elewelopment,  inte)rve)ntion  effie;ae:y,  anel 
.se:ale!-up  evaluatie)n,  are  elefineul  in  this 
ele)e:mnent: 

(e:)  Ce)nehie:t  kneewleelge  tianslatieen 
ae;tivities  (i.e.,  training,  te!e;hnie:al 
a.ssi.stane;e,  iitilizatieen,  eli.ssemination)  in 
eereler  te)  fae;ilitate  stake!he)lele!r  (e.g., 
inelivieluals  with  elisahilitieis,  eonpleeyei's, 
pe)lie:ymakers,  ])rae:titie)ne:rs)  use  e)f  the 
interventieens,  preegnnns,  te!e:hne)le)gie).s, 
e)r  pi'e)elue;ts  that  leisidteel  freem  the 
re).se:are:h  e)r  eleiveleepmemt  ae:tivitie!.s 
e:e)nelne:teel  uneler  p!iragraj)h  (l)(a)  e)f  this 
prieerity;  emel 

(el)  Involve  key  .stake:he)leler  gre)U])s  in 
the:  ae;tivitie!.s  e:e)nehie;teel  uneler 
paragraj)!)  (l)(a)  of  this  prieerity  in  oreler 
to  maximize  the  relevane;e  anel  usability 
e)f  the  re!se!are:h  e)r  eleweleejiinemt  ])re)elue;ts 
te)  be  elevele)])eel  unele:r  this  j)rie)rity. 

Proposed  Priority  2 — Disability 
Rehabilitation  Researe;h  Project  on 
Health  and  Func:tion  of  Individuals 
With  Disabilities 

Bdckground 

In  the  Uniteiel  .Stateis,  apjjroximately 
.51). 7  millie)!!  inelivieluals  have  a 
elisahility.  incliieling  38.3  millieen  whe) 
have  a  .severe  eii.sability  (Hrault,  2012). 
Researe'.h  has  e:e)ntrihuteel  te)  a  wiele! 
varieity  e)f  polie:ie).s,  pre)gram.s,  se)rvie:es, 
interventieins,  anel  proelucts  te)  e)nhane:e 
the  heialth  anel  fnne:tie)n  e)f  inelivieluals 
with  eli.sahilities.  Deispite  this  weerk,  a 
huge  numhe!!'  e)f  inelivieluals  with 
eli.sahilities  with  signifie:ant  hexilth 
e;e)nelitie)ns  anel  fune:tie)nal  limitatieens 
lack  aeleieiuate  aceexss  to  hexdth  care. 
])ersonal  assi.staneie  .servie:e).s,  anel 
rehahilitatiein  .servie:e!.s  (National  (ioune:!! 
on  Disahility,  2000).  Maximizing  the 
health  anel  fiinedieen  of  inelivieluals  with 
elisahilities  is  critical  te)  their  geneiral 


well-being  anel  their  fulfillment  of 
personal  aspirations  in  areas  such  as 
eonployment  anel  e:e)nmumity 
partie;i})atle)n  (Henry  e:t  ah.  2007; 
VVaghorn  et  ah,  2008). 

Aehilts  with  eli.sahilities  are 
substantially  more  likely  than  aehilts 
witheint  elisahilitieis  to  he  in  fair  e)r  peeeer 
hexdth  (as  e)ppe).seel  te)  exe;ellent.  ve:ry 
ge)e)el,  e)r  gooel  health),  anel  te)  e!xperiene:e 
a  wiele  variety  e)f  eliseases  anel  e:hre)nie; 
e:e)nelitie)n.s  (Biiremu  feir  Ikialth 
Information.  .Stati.stics,  Re!.se)are;h,  anel 
Evalnatie)!!,  2011).  lleialth  risks  often 
vary  by  eieenelition.  Peer  eixample, 
inelivieluals  with  .signifie:ant  vision  leiss 
e)r  with  an  intelleieitual  elisahility  have  a 
gre:ater  j)re!valene;e  e)f  e)he.sity, 
hypeirtension,  anel  heiart  elisease  than 
inelividuals  without  elisahilities 
(Ca])ella-Me:De)nnall.  2007;  .Stancliffe  eit 
ah.  2011).  Sue;h  risks  eiften  have  major 
aelveirse  health  e)iitce)me!s,  incliieling 
reelne:eel  longevity.  Peer  example,  00 
pere;e:nt  of  inelivieluals  with  .se)rie)u.s 
mental  illne.ss  elie  25  eer  meire  yeiars 
exn  lieir  than  the  gemeral  jiojiulation  elue 
te)  preiventahle  e)r  tre:atahle  e:hre)nie; 
elise:ase!s  (r-e)lte)n,  Maneler.seihieel,  2000). 
Deispite  their  substantial  health  neieels 
anel  elewateel  risk  of  aeiver.se  health 
e)ute;e)me:s.  inelivieluals  with  elisahilitieis 
are  at  a  suhstantial  elisaelvantage  in 
ohtaining  ae:e;e!.s.s  te)  neieeleul  heialth  e:are 
.servie;e)s  ce)mpareel  te)  the)se  withe)ut 
elisahilitieis  (Natiemal  Conneiil  on 
Disahility.  2009;  Yeie.  2011). 

In  iielelitiem  to  heialth  impairmeints, 
inelivieluals  with  elisahilities  eixpeirieine:ei 
a  wiele  range  of  fune;tie)nal  limitatiems 
that  jeeiparelize  their  aceieiss  to 
em})le)yment  anel  either  feirms  of 
eiemmuinity  participation.  According  tei 
the  U.S.  Census  Bureau  5  million  aelnlts 
neeiel  assistance  from  anotheir  jjerson  tei 
perfeirm  erne  eir  meirei  ae:tivitieis  eif  elaily 
living,  .sue:h  as  getting  arounel  insiele  the 
home,  getting  intei  or  emt  of  heel, 
hathing.  elreissing,  eiating.  and  toileiting. 
Approximately  15  milliem  inelivieluals 
have  eliffieuilty  with  one  eir  more 
instrumental  ae:tivitiei.s  eif  elaily  living 
sue;h  as  going  outsiele  the  home, 
mamiging  memeiy.  preparing  ineials, 
eloing  hemseweirk.  taking  pre.seirijitiem 
meielie.atiem,  anel  using  the  jihonei 
(Brault,  2012).  As  the  ninnher  of 
inelivieluals  with  elisahilities  in  the 
Uniteiel  .Stateis  eiemtinues  tei  grow 
(Institute  on  Meelieiinei.  2007),  it  will  he 
neie:eis.sarv  to  iinjireive  the  Nation's 
e:aj)ae;ity  tei  meet  their  neeiels  anel  ae:e:es.s 
their  taleints.  This  will  reiejuirei  the 
eleiveileipment  anel  refinement  of  policies. 
])re)grams,  practieieis,  anel  teie:hnole)gie.s 
that  reiehmei  fune;tie)nal  limitatiems  anel 
im|)re)vei  heialth  outcomeis  for  theisei 
inelivieluals. 
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NIIIRK  has  funded  a  wide  range  of 
disability  reseai-ch  and  development 
projects  related  to  the  health  and 
functional  outcomes  of  individuals  with 
disabilities.  In  accordance  with  NIDRR’s 
Plan.  NIDRR  seeks  to  build  on  the.se 
investments  by  supporting  innovative 
and  well-designed  research  and 
development  projects  that  fall  under  one 
or  more  of  NlDRR’s  general  "health  and 
function”  priority  areas,  as  de.scrihed  in 
the  following  j)ropo.sed  j)riority.  NIDRR 
hoj)es  to  increa.se  competition  and 
innovation  by  allowing  aj)])licant.s  to 
specify  the  research  topics  under  the 
broad  priority  areas  within  the  health 
and  function  domain.  If  an  ap])licant 
proj)o.ses  to  conduct  re.search  activities, 
the  applicant  must  identify  the  relevant 
priority  area  or  areas,  indicate  the  stage 
or  stages  of  the  proj)osed  research  in  its 
a])plication  (i.e.,  exploration  and 
discovery,  intervention  development, 
intervention  efficacy,  and  scale-np 
evaluation),  justify  the  need  and 
rationale  for  research  at  the  propo.sed 
stage  or  .stages,  and  describe  fnllv  an 
aj)propriate  im;thodology  or 
methodologies  for  the  j)roj)o.s(!d 
res(;arch. 
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Proposttd  Priority  2 

Tin;  As.si.stiint  .Socrolary  for  .Sjtocial 
Fhliication  and  Roliahilitativc  .Services 
jtroposes  a  priority  for  a  Di.saliilitv  and 
Rehiiliilitiition  Re.search  Project  (DRRP) 
on  Healtli  and  Function  of  Individuals 
with  Disal)iliti(;.s.  The  DRRPs  must 
contribute  to  the  outcome  of 
maximizing  health  and  function 
outcomes  of  individuals  with 
tlisahilities. 

(1)  To  contribute  to  this  outcome,  tin; 
DRRP  must- 

la)  Hondiict  either  research  activities 
or  develo])ment  activities  in  one  or  more 
of  the  following  |)riority  areas: 

(i)  Technology  to  improvi;  health  and 
function  outcomes  for  individuals  with 
disabilities,  generally  or  within  specific 
disability  or  demographic  groups. 

(ii)  Individual  and  environmental 
factors  a.ssociated  with  improved  access 
to  rehabilitation  and  healthcare  and 
improved  health  and  function  outcomes 
for  individuals  with  disabilities 
generally  or  within  specific  disability  or 
demograjihic  groups. 

(iii)  Interventions  that  contribute  to 
im])roved  health  and  function  outcomes 
for  individuals  with  disabilities 
generally  or  within  specific  disability  or 
demographic  gron|).s.  lnt(;rvention.s 
include  any  strategy,  practice,  program, 
])olicy,  or  tool  that,  when  implemented 
as  intend(;d,  contributes  to 
improvements  in  outcomes  for 
imlividuals  with  disabilities. 

(iv)  Ffiects  of  government  policies  and 
j)rogram.s  on  health  care  access  and  on 
liealtli  and  function  outcomes  for 
individuals  with  disabilities  generally 
or  within  .sj)ecific  di.sahility  or 
demographic  groujjs. 


(v)  Research,  knowledge;  translation, 
and  capacity  building  for  im])roved 
health  and  function  outcomes  for 
individuals  with  disabilities  generallv 
or  within  s])ecific  disability  groups. 

(vi)  Practices  and  policies  that 
contribute  to  improved  h(;alth  and 
function  outcomes  for  transit ion-ageel 
youth  with  disabilities; 

(h)  If  conducting  research  under 
paragraj)h  (l)(a)  of  this  jiriority,  focus  its 
re.search  on  a  .sp(;cific  stage  of  research. 

If  the  DRRP  is  to  conduct  re.search  that 
e;an  he  categorized  under  mon;  than  one 
.stage,  including  research  that  progre.sses 
from  one  .stage  to  another,  those  .stages 
iniKst  he  clearly  specified.  These  stages, 
ex])loration  and  discovery,  intervention 
development,  intervention  efficacy,  and 
scale-up  evaluation,  are  defined  in  this 
document; 

(c)  Honduct  knowledge  translation 
activities  (i.e.,  training,  technical 
assistance,  utilization,  dis.semination)  in 
ord(;r  to  facilitate  stakeholder  (e.g., 
individuals  with  disabilities,  employers, 
|)olit;ymakers,  practitioners)  use  of  the 
interventions,  ])rograms,  technologies, 
or  ])roducts  that  resulted  from  the 
r(;.search  or  development  activities 
conducted  under  paragra])h  (l)(a)  of  this 
])rioritv:  and 

(d)  Involve;  key  staki;holder  groups  in 
tlu;  activiti(;s  conducted  under 
])aragraph  (l)(a)  of  this  i)riority  in  order 
to  maximize  the  relevance  and  usability 
of  the  research  or  develo])ment  ]iroducts 
to  he  developed  under  this  priority. 

Proposed  Priority  8 — Disability 
Rehabilitation  Research  Project  on 
Employment  of  Individuals  With 
Disabilities 

Bctckgroiind 

Despite  the  enactment  of  legislation 
and  the  imjilementation  of  a  variety  of 
policy  and  program  efforts  at  the 
Federal  and  .State  levels  to  improve 
employment  outcomes  for  individuals 
with  disabilities,  the  employment  rate 
for  indiviiluals  with  di.sahilities  remains 
substantially  lower  than  the  rate  for 
tho.se  without  disabilities. 

Approximately  18  percent  of 
individuals  with  a  disability  aged  l(i 
y(;ar.s  and  older  are  (;mployed,  com])ared 
to  04  p(;rcent  of  individuals  of  the  sanu; 
age  without  a  di.sahility.  The 
unemploym(;nt  rate  for  these  two 
populations  is  1.'L.5  p{;ri:ent,  and  7.3 
])ercent,  resjiectively  (U.S.  Department 
of  Labor,  2012).  The  economic 
downturn  in  recent  years  has 
disjiroport innately  impacted 
employment  outcomes  of  individuals 
with  disabilities;  among  individuals  2.5 
to  54  years  of  age  during  the  recent 
recession,  the  unemployment  rate  of 
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individuals  with  a  disaljility  ranged 
from  2.0  to  2.3  times  that  of  individuals 
without  a  di.sahility  (Fogg.  Harrington. 
McMahon,  2010].  Not  only  are 
imlividnals  with  a  disahility  much  less 
likely  to  he  em])loved,  tin;  median 
(uirnings  for  individuals  with  a 
disahility  who  are  em])loyed  are  $10,735 
p(!r  year  as  compared  to  $30,285  ])er 
year  earned  by  ])ersons  without  a 
disahility  (U.S.  (iensns  Bureau.  2011). 

NIDRR  has  funded  a  wide  range  of 
disahility  research  and  development 
projects  related  to  the  em])lovment 
outcomes  of  individuals  with 
disabilities.  In  accordance  with  NIDRR’s 
Plan,  NIDRR  seeks  to  build  on  these 
investments  by  supporting  innovative 
and  well-designed  research  and 
develoi)ment  projects  that  fall  under  one 
or  more  of  NIDRR’s  general  emplovment 
jrriority  areas  as  described  in  the 
following  jn'oposed  priority.  NIDRR 
hoi)es  to  increase  com])etition  and 
innovation  by  allowing  ajrplicants  to 
sj)ecifv  the  research  topics  under  the 
broad  ])riority  areas  within  the 
em]jlovment  domain.  If  an  apjjlicant 
propo.ses  to  conduct  research  activities, 
the  applic;ant  mn.st  identify  the  relevant 
priority  area  or  areas,  indicate  the  stage 
or  stages  of  the  j)ropo.sed  research  in  its 
a])j)lication  (i.e.,  ex])loration  and 
discovery,  intervention  development, 
intervention  efficacy,  and  scale-nj) 
evaluation),  justify  tin;  need  and 
rationale  for  research  at  the  ])roi)osed 
.stage  or  .stages  and  de.scrihe  fully  an 
appropriate  methodology  or 
methodologies  for  the  pro])o.sed 
research. 
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Proposed  Priority  3 

The  Assistant  Secretary  for  Sjtecial 
I'klncation  and  Rehabilitative  Services 
announces  a  priority  for  a  Disahility  and 
Rehabilitation  Research  Project  (DRRP) 
on  Emplovment  of  Individuals  with 
Disabilities.  The  DRRPs  must  contribute 
to  the  outcome  of  maximizing 
employment  outcomes  of  individuals 
with  disabilities. 


(1)  To  contribute  to  this  outcome,  the 
DRRP  must— 

(a)  Conduct  either  research  activities 
or  development  activities,  in  one  or 
more  of  the  following  priority  areas: 

(i)  Technology  to  improve 
em])lovment  outcomes  for  individuals 
with  di.sahilities,  generally  or  within 
s])ecific  di.sahility  or  demogra])hic 
groups. 

(ii)  Individual  and  environm(;ntal 
factors  associated  with  improved 
emjiloyment  outcomes  for  individuals 
with  di.sahilities  generally  or  within 
specific  disahility  or  demographic 
groups. 

(iii)  Interventions  that  contribute  to 
imj)roved  emjjloyment  outcomes  for 
inclividuals  with  di.sal)ilitie;.s  gem;rally 
or  within  .s])ecific  di.sahility  or 
demographic  groujjs.  Interventions 
include  any  strategy,  jjractice,  ])rogram, 
policy,  or  tool  that,  when  implemented 
as  intended,  contributes  to 
improvements  in  outcomes  for 
inclividuals  with  di.sahilities. 

(iv)  Effcjcts  of  government  policies  and 
jjrograms  on  cnnployment  outcom(;.s  for 
individuals  with  di.sahiliti(;.s  gencirally 
or  in  specific  disahilitv  or  demographic 
groups. 

(v)  Rccsearch,  knowl(;dge  translation, 
and  capac;ity  building  for  improved 
em])lovment  outcomes  for  individuals 
with  di.sahilities  generallv  or  within 
spcicific  disahility  groui).s. 

(vi)  Practic(;.s  and  policies  that 
contribute  to  improved  employment 
outcomexs  for  transition-aged  youth  with 
disahiliticis. 

(vii)  Vocational  rehabilitation  (YR) 
jcractices  that  contribute  to  improved 
employmcmt  outcomexs  for  individuals 
with  di.sahilities; 

(h)  If  conducting  re.search  under 
paragra])h(l)(a)  of  this  priority,  focus  its 
rt;.search  on  a  specific  stage  of  research. 

If  the  DRRP  is  to  conduct  research  that 
can  be  catc;gorized  under  more  than  one 
stage,  including  researe.h  that  progresses 
from  one  stage  to  another,  those  stages 
must  he  clearly  s])ecified.  Thexse  .stages, 
exploration  and  di.scovery,  intenvention 
development,  intcervention  efficacy,  and 
scal(;-uj)  evaluation,  are  defined  in  this 
document: 

(c)  ("onduct  knowledge  translation 
activities  (i.e.,  training,  technical 
a.ssi.stauce,  utilization,  di.ssemination)  in 
order  to  facilitate  .stakeholder  (e.g., 
individuals  with  disabilities,  em])lovers, 
l^olicymakers,  practitioners)  use  of  the 
interventions,  programs,  technologies, 
or  products  that  resulted  from  the 
research  activities,  development 
activities,  or  both,  conducted  under 
])aragra])h  (l)(a)  of  this  j)riority;  and 

(d)  Involve  key  .stakeholder  groujjs  in 
the  activities  conducted  under 


paragraphs  (l)(a)  of  this  priority  in  order 
to  maximize  the  relevance  and  usability 
of  the  re.search  or  development  j)roduct.s 
to  he  develoj)ed  under  this  j)rioritv. 

Types  of  Priorities 

When  inviting  a])plication.s  for  a 
competition  using  one  or  more 
priorities,  we  designate  the  tyj)e  of  each 
priority  as  absolute,  competitive 
l)reference.  or  invitational  through  a 
notice  in  the  Federal  Register.  The 
effect  of  each  type  of  ])riority  follows: 

Ah.soIiitH  prioritv:  Under  an  absolute 
priority,  we  consider  only  aj)j)lications 
that  meet  the  prioritv  (34  (]FR 
75.1()5(c)(3)). 

(/oinpatitive  pvofmance  priority: 

Under  a  competitive  jmderence  priority, 
we  give  competitive  preference  to  an 
a])plication  by  (1)  awarding  additional 
])oints,  depending  on  the  extent  to 
which  the  application  meets  the  priority 
(34  CFR  75.1()5(c)(2)(i));  or  (2)  .selecting 
an  apjilication  that  meets  the  prioritv 
over  an  a])plication  of  comjiarahle  menit 
that  does  not  meet  the  prioritv  (34  CFR 
75.1()5(c)(2)(ii)). 

Invitational  prioritv:  Under  an 
invitational  priority,  we  are  particularly 
interested  in  a])j)lications  that  me(!t  the 
])riority.  However,  we  do  not  give  an 
a])plication  that  meets  the  i)riority  a 
preference  over  oth(;r  aj)j)lications  (34 
UFR  75.1()5(c)(l)). 

Proposed  Definitions 

Background 

For  the  jmrpose  of  NIDRR’s  DRRPs 
and  other  programs  that  NIDRR  u.ses  to 
sponsor  research  activities,  definitions 
of  the  four  .stages  of  research  (i.e., 
exploration  and  di.scovery,  intervention 
development,  intervention  efficacy,  and 
scale-up  evaluation)  are  pro])osed  in 
this  document. 

Proposed  Definitions 

The  Assistant  Secretary  for  Special 
Education  and  Rehabilitative  Services 
projjo.ses  the  following  definitions  for 
this  ju’ogram.  W'e  may  applv  one  or 
more  of  these  definition  in  any  vear  in 
which  this  j)rogram  is  in  effect. 

Exploration  and  discoverv  means  the 
stage;  of  r(;.search  that  generates 
hypotheses  or  theories  hv  conducting 
new  and  refined  analyses  of  data, 
producing  observational  findings,  and 
creating  other  sources  of  research-ha.sed 
information.  This  re.search  stage  may 
include  identifying  or  describing  the 
harriers  to  and  facilitators  of  improved 
outcomes  of  individuals  with 
disabilities,  as  well  as  identifying  or 
describing  existing  practices,  programs, 
or  policies  that  are  associated  with 
im|)ortant  aspects  of  the  lives  of 
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individuals  with  disal)ilitie.s.  Results 
achieved  under  this  stage  of  research 
may  inform  the  ilevelopment  of 
interventions  or  lead  to  evaluations  of 
interventions  or  ])olicies.  The  results  of 
the  exploration  and  discovery  stage  of 
research  may  also  he  used  to  inform 
decisions  or  priorities. 

Inlon't^ntion  (Uivalopiueni  means  tlm 
.stage  of  r(!searcli  tliat  focuses  on 
generating  and  testing  interventions  that 
have  the  potential  to  imjjrove  outcomes 
for  individuals  with  disabilities. 
Intervention  develoj)ment  involves 
determining  the  active  components  t)f 
|)ossihle  interventions.  develo])ing 
measures  that  woidd  he  nKjuired  to 
illustrate  outcomes,  specifying  target 
po|)ulations.  conducting  field  tests,  and 
assessing  the  feasibility  of  conducting  a 
well-designed  interventions  study. 

Results  from  this  stage  of  research  may 
Im*  used  to  inform  the  design  of  a  study 
to  test  the  efficacy  of  an  intervention. 

Intfiixt^nlion  efjicitcv  means  the  stage 
of  research  during  which  a  project 
evaluates  and  tests  wheth(!r  an 
intervention  is  feasible,  practical,  and 
has  the  potential  to  yield  ])ositive 
outcomes  for  individuals  with 
disabilities.  Ffficacy  resinnch  may  assess 
the  strength  of  the  ndationships 
h(!tw(;en  an  intervention  and  outcomes, 
and  may  identify  factors  or  individual 
characteristics  that  affect  the 
ndationshi])  hcitween  the  intervention 
and  outcomes.  Ffficacy  n'search  can 
inform  decisions  about  whether  there  is 
sufficient  evidence  to  support  “scaling- 
up”  an  intervention  to  other  sites  and 
contexts.  This  stage  of  re.search  can 
include  asse.ssing  the  training  needed 
for  wide-scale  imj)lementation  of  the 
intervention,  and  approaches  to 
evaluation  of  the  intervention  in  real 
world  a])plications. 

Scdla-iip  evaluation  means  the  stage 
of  research  during  which  a  j)roject 
analyz(is  whether  an  intervent it)n  is 
effective  in  j)roducing  imj)roved 
outi;omes  for  individuals  with 
di.sahilities  when  im])lemented  in  a  real- 
world  setting.  During  this  stage  of 
research,  a  project  tests  the  outcomes  of 
an  evidence-based  intervention  in 
different  settings.  It  examines  the 
challenges  to  succe.ssful  re])lication  of 
the  intervention,  and  the  circumstances 
and  activities  that  contribute  to 
successful  ado])tion  of  the  intervention 
in  real-world  .settings.  This  .stage  of 
nisearch  may  also  include  well-designed 
studies  of  an  intervention  that  has  been 
widely  adopted  in  practice,  hut  that 
lacks  a  sidficient  evidence-base  to 
demonstrate  its  effect ivencjss. 


Final  Priorities  and  Definitions 

VVe  will  announce  the  final  priorities 
and  definitions  in  a  notice  in  the 
Federal  Register.  VVe  will  determine  the 
final  i)riorities  and  definitions  after 
considering  res|)onses  to  this  document 
and  other  information  available  to  the 
13epartment.  This  document  does  not 
preclude  us  from  j)roj)o.sing  additional 
priorities,  nupiirements.  definitions,  or 
selection  criteria,  subject  to  meeting 
a])])licahle  rulemaking  re(iuirements. 

Note:  This  (iociuneiit  dcMis  not  solicit 
a))|)licatioiis.  In  any  ycsar  in  \vluf:li  we  c:lu)osc! 
to  use  one  or  more  ol  liiese  priorities  and 
(leiinitions,  we  invite  ap|)licalions  tlirongh  a 
notice!  in  tin:  Federal  Register. 

Executive  Orders  128(i(i  and  13563 
lieealatorv  Impact  Anaivsis 

Under  Executive  Order  12866.  the 
Secretary  must  determine  whether  this 
regulatory  action  is  “significant”  and. 
therefore,  subject  to  the  retpiirements  of 
the  Executive  onhir  and  subject  to 
review  by  the  Office  of  Management  and 
Budget  (OMB).  .Section  3(f)  of  Executive 
Order  1286()  (hdines  a  “significant 
regulatorv  action”  as  an  action  likelv  to 
result  in  a  rule  that  may — 

(1)  Have  an  annual  effect  on  the 
economy  of  .Si 06  million  or  mon!,  or 
adversely  affect  a  .sector  of  the  economy, 
productivity,  compritition,  jobs,  the 
environment,  public  health  or  safety,  or 
.State,  local  or  tribal  govcjrnments  or 
communities  in  a  material  way  (alst) 
refiirnul  to  as  an  “economical Iv 
significant”  rule): 

(2)  (aeate  .serious  inconsistency  or 
otherwise  interfere  with  an  action  taken 
or  planned  by  anoth(!r  agency; 

(3)  Materially  alter  the  hudgetarv 
im])acts  of  entitlement  grants,  user  fees, 
or  loan  |)rograms  or  the  rights  and 
obligations  of  recipients  thenmf:  or 

(4)  Raise  novel  legal  or  policy  issues 
arising  out  of  legal  mandates,  the 
President’s  prioriti(!s.  or  the  principles 
stated  in  the  Executive  order. 

This  proposed  regulatory  action  is  not 
a  significant  nigulatorv  action  subject  to 
review  by  OMB  under  section  3(f)  of 
Executive  Order  12866. 

VVe  have  al.so  niviewed  this  j)roposed 
regulatory  action  under  Executive  Order 
13563,  which  suj)])lements  and 
exj)licilly  reaffirms  the  ])rinci])le.s, 
structures,  and  definitions  governing 
regulatorv  review  established  in 
Executive  Order  12866.  To  the  extent 
permitted  by  law.  Executive  Order 
13563  recpiires  that  an  agency — 

(1)  Proj)ose  or  ailopt  regulations  only 
on  a  reasoned  determination  that  their 
benefits  justify  their  costs  (recognizing 
that  some  benefits  and  co.sts  are  difficult 
to  (juantify); 


(2)  Tailor  its  regulations  to  impose  the 
least  burden  on  society,  consistent  with 
obtaining  regulatorv  objectives  and 
taking  into  account — among  other  things 
and  to  the  extent  practicable — the  costs 
of  cumidative  regulations: 

(3)  In  choosing  among  alternative 
regulatorv  approaches,  select  tho.se 
approaches  that  maximize  net  benefits 
(including  potential  economic, 
environmental,  public  health  and  safety, 
and  other  advantages:  distributive 
imi)acts:  anti  etpiity); 

(4)  To  the  extent  feasible.  .sj)ecifv 
|)erformance  objectives,  rather  than  the 
l)ehavior  or  manner  of  compliance  a 
regulated  entity  must  adopt:  and 

(5)  Identify  and  assess  available 
alternatives  to  direct  regulation, 
including  economic  incentive.s — such  as 
user  fees  or  marketable  permit.s — to 
encourage  the  desired  behavior,  or 
provide  information  that  enables  the 
public  to  make  choices. 

Executive  Order  13563  also  reepures 
an  agency  “to  u.se  the  best  available 
technitjues  to  (piantify  anticipated 
|)re.s(!nt  and  future  h(!nefit.s  and  costs  as 
accurately  as  possible.”  The  Office  of 
Information  and  Regulatorv  Affairs  of 
OMB  has  emjjhasized  that  these 
techni(jues  may  include  “identifying 
changing  future  compliance  co.sts  that 
might  result  from  technological 
innovation  or  antieijiated  behavioral 
changes.” 

We  are  issuing  these  ])roj)o.sed 
priorities  and  definitions  only  on  a 
nuisoned  determination  that  their 
benefits  would  justifv  their  costs.  In 
choosing  among  alternative  regulatory 
api)roaches.  we  selected  those 
approaches  that  maximize  net  benefits. 
Ba.scid  on  the  analysis  that  follows,  the 
Department  believes  that  this  regulatorv 
action  is  consistent  with  the  princijiles 
in  Executive  Order  13563. 

We  also  have  determined  that  this 
r(!gulatory  action  would  not  unduly 
interfere  with  .State,  local,  and  tribal 
governments  in  the  exerci.se  of  their 
governmental  f iinct  ions. 

In  accordance  with  both  Executive 
orders,  the  Department  has  asse.ssiid  the 
potential  costs  and  benefits,  both 
(]uantitative  and  (pialitative,  of  this 
regulatorv  action.  The  potential  co.sts 
are  those  resulting  from  .statutory 
nujuirements  and  those  we  have 
determimul  as  necessary  for 
administering  the  Dej)artment’s 
programs  and  activities. 

'file  benefits  of  the  Disability  and 
Rehabilitation  Research  Projects  and 
Cienters  Programs  have  been  well 
established  over  the  years  in  that  similar 
projects  have  been  comjjleted 
successfully.  These  jiropo.sed  j)rioritie.s 
and  definitions  would  generate  new 
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knowledge  through  research  and 
development.  Another  henefit  of  these 
proposed  priorities  and  definitions  is 
that  the  estahlishnumt  of  new  DRRPs 
would  improve  the  lives  of  individuals 
with  disahilities.  The  new  DRRPs  would 
gcmerate,  disseminate,  and  promote  the 
use  of  new  information  that  would 
improve  outcomes  for  individuals  with 
disahilities. 

Intargovarnnwntdl  Rdvidw:  This 
program  is  not  subject  to  Executive 
Order  12372  and  the  regulations  in  34 
(^-’R  part  79. 

Accdssibid  Format:  Individuals  with 
disahilities  can  obtain  this  document  in 
an  accessible  format  (e.g.,  braille,  large 
jirint.  audiotape,  or  compact  disc)  on 
retpiest  to  the  jjrogram  contact  person 
listed  under  FOR  FURTHER  INFORMATION 
CONTACT. 

Electronic  Access  to  This  Document: 
The  official  version  of  this  document  is 
the  document  puhli.shed  in  the  Federal 
Register.  Free  Internet  access  to  the 
official  edition  of  the  Federal  Register 
and  the  Code  of  Federal  Regulations  is 
available  via  the  Federal  Digital  System 
at:  \v\\’\\'.g})o.}’ov/ fdsys.  At  this  site  you 
can  view  this  document,  as  well  as  all 
other  documents  of  this  D(!])artment 
published  iu  the  Federal  Register,  in 
text  or  Adobe  Portable  Document 
Format  (PDF).  To  use  PDF  you  must 
have  Adobe  Acrobat  Reader,  which  is 
available  free  at  the  site. 

You  may  also  access  documents  of  the 
Dej)artment  published  iu  the  Federal 
Register  by  using  the  article  search 
featun;  at:  www.federalre^ister.gov. 
.Specificallv,  through  the  advanced 
search  feature  at  this  site,  you  can  limit 
your  search  to  documents  published  by 
the  Department. 

Datcxi;  )anuarv  18.  2013. 

Mic:haol  Yudin, 

Acting  Assistant  Secralarv  for  Special 
Education  and  Hehabililalive  Services. 

|FK  UdC.  2()i:i-()141«  Filed  1-24-1:F.  8:4.'>  ain| 
BILLING  CODE  4000-01 -P 


DEPARTMENT  OF  EDUCATION 

34  CFR  Chapter  II 

[Docket  ID  ED-201 2-OESE-0033] 

Proposed  Priorities,  Requirements, 
Definitions,  and  Selection  Criteria — 
Enhanced  Assessment  Instruments 

agency:  Office  of  Elementary  and 
Secondary  Education,  Department  of 
Education. 

ACTION:  Proposed  priorities, 
reijuirements.  definitions,  and  selection 
criteria. 


Catalog  of  Federal  Dome.stic 
Assistance  (CFDA)  Number:  84.398 
SUMMARY:  The  Assistant  Secretary  for 
Elementary  and  Secondary  Education 
])ropose.s  priorities,  retjuirements. 
definitions,  and  selection  criteria  under 
the  Enhanced  Asse.ssment  Instruments 
Grant  program,  akso  called  the  Enhanced 
Assessment  Grants  (EAG)  program.  'I'he 
Assistant  Secretarv  may  use  one  or  more 
ofthe.se  priorities,  re(|uiremeut.s. 
definitions,  and  selection  criteria  for 
competitions  using  funds  from  fiscal 
year  (FY)  2012  and  later  years.  The 
Dejiartment  takes  these  actions  in  order 
to  e.stahlish  priorities,  requirements, 
definitions,  and  selection  criteria  that 
are  likely  to  recognize  high-ciuality 
proposals  and  to  helj)  focus  Federal 
financial  assi.stanc:e  on  the  jiressing 
needs  of.  and  jiromising  developments 
in.  develojiing  or  enhancing 
a.sse.ssments  under  the  Elementary  and 
Secondarv  Education  Act  of  190.5.  as 
amended  (ESEA). 

DATES:  We  must  receive  your  comments 
on  or  before  February  25,  2013,  and  we 
encourage  you  to  submit  comments  well 
in  advance  of  this  date. 

ADDRESSES:  Submit  your  comments 
through  the  Federal  eRulemaking  I’ortal 
or  via  postal  mail,  commercial  delivery, 
or  baud  delivery.  We  will  not  accept 
comments  by  fax  or  by  email,  'fo  ensure 
we  do  not  receive!  duplicate  comments, 
please  submit  your  comments  only 
once.  In  addition,  please  include  the 
Docket  ID  and  the  term  “Enhanced 
Assessment  Grants — (Comments”  at  the 
top  of  your  comments. 

Federal  eRulemaking  Portal:  Go  to 
WWW. regaIations.gov  to  submit  your 
comments  electronically.  Information 
on  using  Regulations.gov,  including 
instructions  for  accessing  agency 
documents,  submitting  comments,  and 
viewing  the  docket,  is  available  on  the 
site  under  “How  To  U.se  This  Site.” 

Postal  Mail,  (Commercial  Deliven',  or 
Hand  Deliveiy:  If  you  mail  or  deliver 
your  comments  about  these  propo.sed 
priorities,  riKjuirements,  definitions,  and 
selection  criteria,  address  them  to  the 
Office  of  Elementary  and  Secondarv 
Education  (Attention:  Enhanced 
As.se.ssment  Grant.s — (Comments),  II.S. 
Department  of  Education.  400  Marvland 
Avenue  SW.,  room  3wll0,  Washington, 
DG  20202-(il32. 

Privacy  Note:  I'lu!  Diiiiarlinenl’s  policy  is 
to  make  all  coiniiuinls  received  from 
m(!ml)(!rs  of  the  |)iil)lic  available  for  public 
viiiwing  in  Ibciir  entirely  on  ibe  Fcideral 
eRulemaking  Portal  at  www.regnhdions.gov. 
Tben'efore,  commentcirs  sbonld  bi;  careful  to 
iiu;hul(!  in  tluiir  comments  only  information 
that  they  wish  to  make  ]niblicly  availabhi. 


FOR  FURTHER  INFORMATION  CONTACT:  Erin 
Shackel.  Telephone:  (202)  453-0423  or 
by  email:  erin.shackel@ed.gov. 

If  yon  use  a  telecommuuications 
device  for  the  deaf  ('I'DD),  call  the 
Federal  Relav  Service  (FRS),  toll  free,  iit 
l-800-877-833<). 

SUPPLEMENTARY  tNFORMATION: 

Invitation  to  (Comment:\Me  invite  you 
to  submit  comments  regarding  this 
notice.  To  ensure  that  your  comments 
have  maximum  effect  in  developing  the 
notice  of  final  priorities,  requirements, 
definitions,  and  selec:tion  criteria,  we 
urge  you  to  identify  clearly  the  specific 
jiroposed  priority,  requirement, 
definition,  or  selection  criterion  that 
each  comment  addresses. 

Please  note  that  we  have  int:hided 
exi.sting  requirements  and  selection 
criteria  in  this  document  to  provide 
context  and  to  make  it  easier  to 
comment  on  the  reepurements  and 
selection  criteria  we  are  proposing.  We 
seek  comment  only  on  the  jiroposed 
priorities,  reipiirements,  definitions,  and 
selection  criteria. 

We  invite  you  to  assi.st  us  in 
comjdying  with  the  specific 
requirements  of  Executive  Order  128()0 
and  its  overall  reiiuirement  of  reducing 
regulatory  burden  that  might  result  from 
the.se  ])roposed  priorities,  reejuirements, 
definitions,  and  selection  criteria.  Please 
let  us  know  of  any  further  ways  the 
De])artment  could  reduce  potential  co.sts 
or  increase  potential  benefits  while 
])r(!serving  the  effective  and  efficient 
administration  of  the  juogram. 

During  and  after  the  comment  period, 
you  may  inspet;t  all  jnihlic  comments 
about  this  notice  in  room  3\\H1(),  400 
Maryland  Avenue  SW.,  Washington, 

DG.  between  the  hours  of  8:30  a.m.  and 
4:00  p.m.,  Washington.  DG  time, 
Monday  through  Friday  of  each  week 
except  Federal  holidays. 

Assistance  to  Individuals  with 
Disahilities  in  Reviewing  the 
Rulemaking  Record:  (In  recpiest  the 
Department  will  provide  an  apjirojiriate 
accommodation  or  auxiliary  to  aid  an 
individual  w'ith  a  disability  who  needs 
assistance  to  review  the  comments  or 
other  documents  in  the  jnihlic 
rulemaking  record  for  this  notice.  If  you 
want  to  .schedule  an  ajipointment  for 
this  type  of  accommodation  or  auxiliary 
aid,  please  contact  the  person  listed 
nnder  FOR  FURTHER  INFORMATION 
CONTACT. 

Purpose  of  Program:  'I’he  juirjiose  of 
the  EAG  program  is  to  enhance  the 
(luality  of  as.ses.sment  instruments  and 
.systems  used  by  States  for  measuring 
the  academic  achievement  of 
elementary  and  secondary  school 
students. 
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Pr(t^ram  Authority:  20  7301a. 

Propostni  Prioritios: 

This  notice  contains  two  proposed 
priorities.  The  Department  may  apjily 
one  or  more  of  the.se  priorities  in  any 
year  in  wliicli  a  competition  for  program 
fniKis  is  liehf. 

Section  (ill  2  of  the  KSFA  authorizes 
the  Department,  tiirough  the  FAG 
program,  to  make  competitive  grant 
awards  to  State  educational  agencies 
(SFAs)  and  consortia  of  SFAs  to  help 
them  enhance  tlie  quality  of  their 
a.s.sessment  in.struments  and  assessment 
systems.  The  EA(i  program  includes  the 
following  four  statutory  priorities; 

(a)  (k)llal)orating  with  institutions  of 
higher  education,  other  research 
institutions,  or  other  organizations  to 
inijirove  the  quality,  validity,  and 
reliability  of  .State  academic  assessments 
l)(*vond  the  re(juirements  for  such 
asse.s.sments  de.scrihed  in  section 
1111(l))(.3)oftheE.SEA: 

(h)  Measuring  student  academic 
achievement  using  multiple  measures  of 
student  academic  achievement  from 
multiple  .sourt:es; 

(c)  Charting  student  jnogress  over 
time;  and 

(d)  Evaluating  student  academic 
achievement  through  the  develo|)ment 
of  comprehensive  a(;ademi(;  a.ssessment 
in.struments.  such  as  performan(;e-  and 
technology-based  a(;ademic 
a.s.sessments. 

An  appli(;ant  for  EAfi  funds  must 
address  one  or  more  of  the.se  .statutory 
priorities  to  he  eligible  for  an  award. 

Through  this  notice,  the  Department 
propo.s(;s  two  additional  jiriorities  that 
are  designed  to  siqiport  States’ 
assessment  work  in  early  learning.  The 
Department  believes  that  a  high-cpiality 
State  early  learning  .system  involves 
several  key  (;om))onents.  These  include, 
among  other  elements,  early  learning 
and  development  .standards  (as  defined 
in  this  noti(;e)  that  reflect  the  es.sential 
domains  of  school  readiness  (as  defined 
in  this  uoti(;e)  and  a  comprehensive 
early  learning  assessment  swstem  (as 
defined  in  this  notice).  .Su(;h  an 
assessment  sy.stem.  when  well-designed 
and  properly  implementiul.  can  inform 
tea(;hing  and  program  im])rovement  and 
contrihute  to  better  out(;omes  for 
children. ' 


'  Niitidnai  KiwiMrdi  (>>iiii(:il  (2(108).  Kiirly 
(;liil(lli(HHl  Assiissiixait:  Wliv.  Wliat.  and  itow. 
(>iinmillo(Min  l3nvt!l()|)inonlal  Oulcoinns  and 
,\ssi!ssmnnls  Inr  '^’minfidliildrnn.  (M;.  .Snow  and 
S.H.  Van  ll(!nu!l.  Ixiitors.  Board  on  (diildnni.  Yoiitli. 
and  Fainilios.  Board  on  'I'ostin^  and  Assiissminit. 
Division  ot  Bidiavioral  and  .Social  .Sci(!nc(!s  and 
ICdiic.ation.  Wasliinglon.  IK):  Tlu;  National 
Acadoinios  I’nfss.  Availahin  at  inviv.no/j.cr/ii/ 
catfilon.php'fnH'.ord  i(l=12-4-4(i. 


The  |)rioritie.s  we  proj)ose  in  this 
noti(;e  fo(;u.s  on  one  pi(;(;e  of  a 
(;ompr(;hensive  (!arly  learning 
a.ssessment  .system — the  kindergarten 
entry  a.sse.ssment  (KEA).  In  particular, 
these  priorititJS  will  support  the 
develoimient  or  enhan(;ement  of  KEAs 
and  promote  collahoration  among  .Stattis 
in  the  development  or  enhancement  of 
a  c;ommon  KEA. 

A  KEA  is  a  criti(;al  piece  of  a 
(;omprehensive  tuirly  learning 
asse.ssment  system  hecau.se  it  provides  a 
snapshot  of  children’s  learning  and 
develojjiuent  at  kindergarten  entry.  A 
well-designed  and  ])roperly 
imjilemented  KEA  also  can  provide  data 
to  suggest  areas  where  childnm  may 
need  interventions  or  additional 
suj)])ort.s  in  order  to  he  suc(;es.siul  in  the 
early  gradi^s.  Overtime,  when  incliuhul 
as  j)art  of  a  comprelumsive  early 
learning  assessment  system,  a  KEA  can 
provide  data  that  will  inform  .State 
efforts  to  improve  child  l(;arning 
outcomes  and  help  close  achi(!vement 
gaps. 

Over  the  la.st  d(!cade,  .States  have 
demon.strated  an  in(;n!a.sed  intercist  in 
understanding  childnm’s  learning  and 
development  at  kimhirgartcm  (;ntry. 
Approximately  half  of  .States  have 
instituted  some  form  of  early  learning 
a.ssessment.-  Howevcu',  these 
a.ss(!.ssment.s  vary  widely  in  their 
aligmmuit  with  early  learning  and 
d(;veloi)ment  standards,  in  the  dej)th 
and  .s(;ope  of  the  domains  they  address, 
and  in  how  the  data  gemirated  are  used.  * 

The  priorities  propos(;d  in  this  notice 
build  on  the  D(!partment’s  efforts  to 
fund  .Stales  collaborating  to  support 
children  and  youth  across  the  (;radle- 
ihrough-college-to-career  continuum. 
Chants  under  three  Department 
programs,  including  the  EACi  ])rogram, 
currently  support  .State-led  efforts  to 
develo])  common  a.ssessments  among 
.States.  The  Department  has  funded  two 
EACj  awards  to  supjjort  .States 
collaborating  to  (hweloj)  English 
language  j)roficiency  (ELP)  assessment 
systems.  The  as.s(!.s.sment.s  in  the  systems 
(hiveloped  under  thcise  I^ACj-ELE  grants 
must  be  aligned  with  English  language 
l)rofici(;ncy  standards  that  correspond  to 
a  (;ommon  .set  of  (;olh!ge-  and  career- 
ready  standards  in  English  language  arts 


-  I.  .Sl(!(li()n  S  A.  B(ii'(;(!r.  2010,  N(;.S1,  Tcchniciil 
Koport;  .Slate  Approaclui.s  to  .Scliool  Kciadiiiiiss 
.\ss(!.ssimint  (iipiiatcd  Aii}>iisl  2010).  l)(!in(!r.  (X): 
Nation.'il  (XiiilcnMici;  ot  .Stalt;  l.(!^islalors. 
www.ncsI.oifi/dociinK'nls/luliit:/ 

Ki  ndvnj,(nivi\/\  ssassnurni  .pd  f. 

‘.S.  Daily.  M.  Biirkhauscr.  Iv  T.  Hallo.  2010.  “A 
Koviow  ot  .Scliool  Koadino.s.s  I'raclicos  in  Itio  .Stato.s: 
Karly  Loarniii};  (iuidoliiu^s  and  Assossinonls."  Barly 
(Xiildliood  lli^’hli^hls  1  (;i).  Avaitalilo  at 
mviwchildlivnds.oi'i’/Filas/Chihl  Tivnds- 
2(11  ()_()(>_  1  Hj-XdlSchoollUuidiiwss.pdf. 


and  mathematics.  The  Department  also 
is  funding  projects  involving  large 
consortia  of  .States  through  the  Ra(;e  to 
the  Top  Assessment  (RTTA)  jirogram 
and  coiiqianion  j)rojei;t.s  through  the 
(ieneral  .Siqjervision  Enhancement 
(h'ants  (G.SECJ)  jirogram  under  the 
Individuals  with  Disabilities  Edu(;atiou 
Act  (IDEA)  to  develoj)  both  general  and 
alternate  assessments  that  are  aligned 
with  a  common  set  of  (;ollege-  and 
career-ready  standards  in  English 
language  arts  and  mathematics. 

In  addition,  the  Dejiartment  is 
maintaining  sujijiort  for  ihe  beginning  of 
the  cradle-through-(;ollege-to-career 
continuum  through  the  Ra(;e  to  the 
Toji — Early  Learning  (Challenge  (RTT- 
EL(3  Jirogram.  Jointly  administered  with 
the  IJ..S.  Dejiartment  of  Health  and 
Human  .Servi(;es,  RTT-ELG  rene(;ts  the 
Dejiartments’  commitment  to  sujijiorting 
America’s  youngest  learners  in 
develojiing  the  knowledge,  skills,  and 
disjiositions  toward  learning  they  need 
to  enter  kindergarten  ready  to  succeed 
in  school  and  in  life.  To  date,  14  .States 
have  been  awarded  R'l'T-ldT"  grants  to 
fund  education  reform  through 
develojiing  or  enhan(;ing  (;oordinated 
.State  sy.stems  of  early  learning.  These 
RTT-EL(]  grants  .sjiecifi(;ally  sujijiort 
.Stales’  efforts  to  in(;rea.se  the  number  of 
children  with  high  needs  enrolled  in 
high-cjuality  early  learning  and 
develojiment  jirograms. 

Recijiients  of  RTT-ELC"  grants  are 
eligible  to  ajijily  for  grants  under  the 
EACi  Jirogram.  including  comjietilions 
(if  any)  using  the  KEA  jiriority. 

However,  the  Department  exjiects  that 
the.se  ajijilicants  will  jirojio.se  activities 
that  are  consistent  with  but  do  not 
dujilicate  activities  included  in  their 
RTT-ELG.  ajiplications. 

Projiosed  Priority  1 — Kindergarten 
Entry  Assessment 

Bdckgroiinch'Thi)  Dejiartment  believes 
that  a  high-(juality  KEA  should  jirovide 
critical  information  about  children’s 
learning  and  develojiment  across  all  the 
essential  domains  of  school  readiness 
(as  defined  in  this  noti(;e),  inform 
instruction  at  kindergarten  entry  and 
throughout  the  year,  and  sujijiort  efforts 
1(1  close  the  school-readiness  gaji. 
I’amilies  should  he  able  to  u.se  this 
iuformation  to  jirovide  sujijiort  for 
(.'hildren  at  home.  Teachers  should  be 
able  to  use  this  information  to  modify 
in.stru(;tion  at  kindergarten  entry  and 
throughout  the  year,  adajit  curri(;ula, 
and  fo(;us  jirofessional  develojiment 
needs.  In  addition,  a  high-quality  KEA 
should  Jirovide  information  to  sujijiort 
effective  jirogrannnatic;  decisions  and 
better  target  investments  in  the  years 
before  kindergarten.  Projiosed  Priority  1 
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would  support  tlu;  devolopmont  or 
(Mihancemont  of  high-{]uality  KFAs. 

Thosi;  assessments  would  be  integrated 
into  Stat(!s’  student  assessment  systems 
and,  if  they  exist,  into  the  States’  early 
learning  assessment  systems. 

Under  the  pro])osed  i)riority  a  KEA 
would  he  administered  to  children  soon 
enough  alter  their  enrollment  in 
kindergarten  so  that  residts  could  he 
u.sed  to  inform  instrutlion  at 
kindergarten  entry  and  throughout  the 
year,  ada])t  curricula,  and  focus 
j)rofessional  development  to  help  close 
any  educational  ga])S. 

The  proposed  jiriority  also  would 
nupiire  that  the  KEA  he  aligned  with 
States’  high-()uality  early  learning  and 
development  .standards  (as  defined  in 
this  notice),  which  are  aligned  with  the 
States’  K-3  academic  content  standards 
in,  at  a  minimum,  early  literacy  and 
mathematics.  In  addition,  KEAs 
developed  under  the  propo.sed  prioritv 
mu.st  measure  each  child’s  develo])ment 
ac;ross  the  full  range  of  the  essential 
domains  of  school  readiiuiss  (as  defined 
in  this  notice). 

A  KEA  developed  or  enhanced  under 
this  propo.sed  'priority  must  he  of  high 
technical  (jualitv  and  he  consistent  with 
the  guidelines  on  early  childhood 
assessments  made  hv  the  National 
Re.search  Council.*’  VVe  ])roj)ose  to 
nupiire  that  the.se  KI-JAs  he  consistent 
with  the  National  Research  Council 
guidelines  in  light  of  the  direction  we 
received  from  (iongnxss  for  the  RTl’- 
EL(i  program  that  States  receiving  grants 
under  that  program  provide  an 
assurance  that  any  use  of  earl  v 
childhood  a.ssessments  conform  to 
National  Re.search  Council  rej)ort.s  on 
early  chihlhood.’’  We  believe  that 
Congress  would  also  ex])ect  that  any 
early  learning  a.sse.ssments  developed 
under  the  EAC  program  woidd  he 
similarly  aligned  with  the  National 
Re.search  Council  findings. 

Further,  a  KEA  develojKul  or 
enhanced  under  this  projjo.sed  priority 
must  not  he  u.sed  to  prevent  children’s 
entry  into  kindergarten. 

In  .short,  the  proposed  priority  is 
intended  to  produce  KEAs  that  provide 
a  snapshot  of  information  on  children’s 
learning  and  development  across 
multi])le  domains  and  can  he  integrated 
into  States’  student  assessment  systems, 
and  if  they  exist,  included  in  a  States’ 
comprehensive  early  learning 
as.sessment  systems.  The  data  generated 
from  a  KEA  developed  or  enhanced 
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through  this  grant  would  inform  and 
support  educators  in  jiroviding  effective 
learning  opportunities  to  everv  child, 
and  prevent  or  close  achievement  gaps. 

Proposed  Priority  1:  Kindergarten 
Entry  Assessment. 

To  meet  this  priority,  an  applicant 
mu.st  projio.se  a  jiroject  that  .su|)])orts  the 
development  or  enhanc:enient  of  a  KEA 
that  meets  the  following  recpiirements: 

(a)  Purpo.se.  'fhe  KEA  mu.st — 

(1)  Yield  information  that  enables 
State  and  local  agencies  to  effecdivelv 
target  investments  for  early  learning  and 
develojiment  systems  serving  children 
in  the  years  before  kindergarten: 

(2)  Yield  information  that  enables 
programmatic  decision-making  at  the 
school  level,  such  as  identifying 
individual  children’s  needs  and 
providing  neces.sary  supports  to 
children  and  teachers  in  order  to  meet 
those  needs  at  kindergarten  entry  and 
throughout  the  year: 

(3)  Yield  information  to  guide 
individualized  instruction  for  children 
enrolled  in  kindergarten  and  throughout 
the  school  year: 

(4)  Provide  families  with  information 
about  their  children’s  learning  and 
development  has(id  on  the  e.ssential 
domains  of  .school  readine.ss  (as  defined 
in  this  notice):  and 

(.5)  Not  he  u.sed  to  ])revent  children’s 
entry  into  kindergarten. 

(h)  Design.  'I’he  KEA  must — 

(1)  Be  a  component  of  a  State’s 
student  as.sessment  sy.stem,  including,  a 
State’s  comprelnmsive  early  learning 
a.ssessimmt  sy.stem  (as  defined  in  this 
notic:e)  for  each  State  incliuhul  in  an 
ap])lication  in  which  a  comi)rehen.sive 
early  learning  assessment  system  exists: 

(2)  lie  aligned  with  a  set  of  early 
learning  and  development  standards  (as 
defined  in  this  notice): 

(3)  Measure  the  full  range  of  learning 
and  develojjinent  across  the  e.s.sential 
domains  of  .school  readiness  (as  defined 
in  this  notice): 

(4)  Measure  children’s  learning  and 
develo])menl  against  a  set  of  levels  of 
performance  where  the  levels  of 
performance  encompass  descriptors  of 
what  a  child  knows  and  is  able  to  do  for 
each  level,  are  common  statewide,  and, 
if  the  aj)j)licant  State  ap])lie.s  on  behalf 
of  a  consortium,  are  common  acro.ss 
States  in  the  con.sortium: 

(.5)  Provide  a  summative  a.sse.ssment 
of  each  child’s  learning  and 
(hn'elopment  at  kindergarten  entry 
across  the  e.s.sential  domains  of  school 
readine.ss  (as  defined  in  this  notice): 

(ti)  Be  ca])ahle  of  as.sessing  all 
children  in  the  a|)plicant  State,  and  if 
the  State  aj)j)lie.s  as  |)art  of  a  con.sortium. 
all  children  in  the  con.sortium: 

(7)  Be  develojjed  consi.stent  with 
universal  design  ])rinciples  to  he 


accessible  to  all  children,  including 
children  with  disahilities  or 
developmental  delays  and  English 
learners  (as  defined  in  this  notice): 

(8)  As  needed,  provide  appropriate 
accommodations  and  sui)ports  for 
children  with  disabilities  or 
develo])mental  delays  and  English 
learners  (as  defined  in  this  notice)  (e.g., 
augmentative  communication  devices 
and  assistive  technologies): 

(9)  Be  administered  soon  enough  after 
a  child’s  enrollment  into  kindergarten  to 
achieve  the  purpo.ses  for  which  the 
assessment  was  develoj)ed,  including 
the  purjjoses  specified  in  paragraph  (a) 
of  this  ])riority: 

(10)  llse  multi])le  methods  (e.g., 
performance  tasks,  selected  responses, 
ohservational  ratings)  to  m(;asure 
children’s  performance  and 
development: 

(n)  Be  administered  by  a  trained 
assessor  or  assessors: 

(12)  Be  designed  to  incorporate 
technology  in  the  collection  of  student 
data  and  in  the  process  of  assessing 
children’s  performance  on  learning  and 
development  tasks:  and 

(13)  lie  co.st -effective  to  admini.ster, 
maintain,  and  enhance  during  and  after 
the  project  period. 

(c)  Technical  Quality.  'I'he  KEA  must 
ineasun!  children’s  learning  and 
development  at  kindergarten  entry  in 
ways  that — 

(1)  Are  consistent  with  nationally 
recognized  jjrofessional  and  technical 
standards  for  assessment: 

(2)  An;  consi.stent  with  the 
recommendations  of  the  National 
Re.search  (’.onncil  report  on  earlv 
childhood  a.sse.ssments:  '* 

(3)  Are  valid,  reliahle.  and  appropriate 
for  their  intended  i)urposes: 

(4)  Provide  a  valid  and  reliable 
measure  across  the  performance 
sj)ectrum  of  each  child’s  learning  and 
develojnnent  at  kindergarten  entry, 
including  children  witli  disabilities  or 
developmental  delays  and  English 
learners. 

(d)  Data.  The  KEA  mu.st  produce  data 
and  information  that — 

(1)  Allow,  at  kindergarten  entry,  for  a 
valid  and  reliahle  interjjretation  of  each 
child’s  learning  and  development  across 
the  essential  domains  of  .school 
readine.ss  (as  defined  in  this  notice) 
with  each  domain  making  a  significant 


'■Niilional  Kosciirch  Council.  (20(IH).  Larlv 
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and  Fainiliiis.  Hoard  on  Testing  and  Assessiinnit. 
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contribution  to  the  overall 
comprehensive  score: 

(2)  Can  he  reported  to  and  easily 
understood  and  used  hy  various 
stakeholders,  including  lainilies. 
teachers,  admini.strators.  early  learning 
providers,  and  policy-makers,  consi.stent 
with  reijuirements  ol  Federal.  State,  and 
local  privacy  laws;  and 

(8)  r,an  he  incorporated  into  a  State's 
longitudinal  data  system  (SLDS)  and  a 
State’s  early  learning  data  system  (il  it 
is  .separate  irom  an  SLDS).  consistent 
with  reiiuirements  of  Federal.  State,  and 
local  jirivacy  laws. 

(e)  C-ompatihility.  The  KFA  must  use 
aj)j)roaches  to  asses.sment  design  and 
implementation  (e.g..  use  of  technology, 
assessment  administration,  scoring,  and 
reporting)  that  facilitate  the  integration 
of  the  KEA  with  a  State’s  student 
assessment  system,  including  a  State’s 
comj)rehensiv(!  early  learning 
assessment  system  (as  defined  in  this 
notice)  for  each  State  included  in  an 
application  in  which  a  comprehensive 
(!arly  learning  assessment  svstem  exists. 

Proposed  Priority  2 — Early  Learning 
('oilahorative  EITorts  Among  States 

//uckground.  rhe  Department  values 
the  benefits  derived  from  States  working 
together  and,  therefore,  jiroposes 
collaborative  efforts  among  States  as  a 
priority  for  the  development  or 
enhancement  of  KE.As.  As  noted  earlier. 
Slates  are  working  together  in  consortia 
under  the  RTTA  ])rogram  to  develoj) 
new  assessment  systems  that  measure 
student  knowledge  and  skills  against  a 
common  set  of  college-  anil  career-readv 
.standards  in  English  language  arts  and 
mathematics.  States  are  also 
collaborating  under  the  CSEG  jirogram 
to  develoj)  comj)anion  alternate 
assessments  based  on  alternate 
achievement  standards.  With  assistance 
from  the  EA(j  j)rogram.  States  also  are 
working  together  to  develoj)  ELP 
assessments  aligned  with  common  ELP 
.standards. 

Similarly,  because  of  the  comj)lexity 
of  develoj)ing  or  enhancing  a  KEA. 

States  in  collaboration  may  yield  better 
results  than  tho.se  undertaking  this  effort 
alone.  States  working  in  collaboration 
can  build  on  each  State’s  exj)ertise  and 
exj)erience  and  generate  efficiencies  in 
develoj)ment,  costs.  imj)lementation, 
and  uses  of  results. 

In  addition,  data  j)roduced  hy  a  KEA 
administered  acro.ss  mnltij)le  States  are 
more  meaningful  when  the  early 
learning  and  develoj)ment  standards  (as 
defined  in  this  notice)  are  the  same 
across  States,  and  can  j)rovide  a 
common  framework  for  understanding 
the  level  of  children’s  learning  and 
develoj)ment  at  kindergarten  entrv. 


The  Dej)artment  is  considering  using 
this  j)riority  as  a  comj)etitive  j)i'eference 
j)riority  in  the  FY  2018  comj)etition.  An 
aj)j)licant  would  receive  a  higher 
numher  of  j)oints  based  on  the  extent  to 
which  it  includes  a  greater  numher  of 
States  in  the  consortium,  with  thrin;  to 
four  States  rej)resenting  a  low  numhiir  of 
States,  five  to  seven  States  rej)re.senting 
an  intermediate  numher  of  States,  and 
eight  or  more  States  rej)resenting  a  high 
numher  of  States. 

P;Y)/)i).s'ei/  Prioriiv  2:  Early  Learning 
(Collaborative  Efforts  Among  States. 

To  meet  this  j)riority,  an  aj)j)licant 
must — 

(a)  Include  a  minimum  of  three  States 
in  the  con.sortium  and  j)roj)o.se 
developing  or  enhancing  a  common 
KEA  for  tho.se  States.  An  aj)j)licant  will 
receive  a  greater  numher  of  j)oints  under 
this  j)riority  based  on  the  extent  to 
which  it  includes  a  greater  numher  of 
States  in  its  consortium; 

(h)  Adoj)t  or  j)roj)o.se  a  j)lan  for  all 
States  in  the  consortium  to  adoj)t  a  set 
of  early  learning  and  develoj)ment 
standards  (as  defined  in  this  notice) 
that,  for  at  least  the  year  j)rior  to 
kindergarten  entry,  are  substantially 
iilentical  across  all  States  in  the 
consortium: 

(c)  Adoj)t  or  j)roj)o.se  a  j)lan  for  all 
States  in  the  consortium  to  adoj)t  the 
common  KEA:  and 

(d)  Provide  in  the  memorandum  of 
understanding  or  other  binding 
agreement  executed  by  each  State  in  the 
consortium  an  a.ssurance  that,  as  a 
condition  of  remaining  in  the 
consortium,  the  State  will,  no  later  than 
the  end  of  the  j)roiect  j)eriod,  adoj)t  the 
common  KEA  develoj)ed  under  this 
j)riority  and  the  .set  of  early  learning  and 
develoj)ment  standards  (as  defined  in 
this  notice)  uj)on  which  the  KEA  is 
ha.sed. 

TyfXis  of  Priori tios: 

When  inviting  aj)j)lications  for  a 
comj)etition  using  one  or  more 
j)rioritie.s,  we  designate  the  tyj)e  of  each 
j)riority  as  ah.solute,  comj)etitive 
j)reference,  or  invitational  through  a 
notice  in  the  Federal  Register.  The 
effect  of  each  tyj)e  of  j)riority  follows: 

Ahsolulo  prioriiv:  Under  an  ah.solute 
j)riority,  the  Dej)artment  considers  only 
aj)j)lications  that  meet  the  j)rioritv  (84 
CFR  7.5.10.5(c)(8)). 

Compoiiiivo  proforonco  prioriiv: 

Under  a  comj)etitive  j)reference  j)riority, 
we  give  comj)etitive  j)reference  to  an 
aj)j)lication  by  (1)  awarding  additional 
j)oint.s,  dej)ending  on  the  extent  to 
which  the  aj)j)lication  meets  the  j)rioritv 
(84  (iFR  7.5.1().5(c)(2)(i)):  or  (2)  selecting 
an  aj)j)lication  that  meets  the  j)riority 
over  an  aj)j)lication  of  comj)arahle  merit 


that  does  not  meet  the  j)rioritv  (84  (il’R 
7.5.1().5(c)(2)(ii)). 

Invitotional  prioriiv:  Under  an 
invitational  jiriority,  we  are  j)arlicularly 
interested  in  aj)j)lication.s  that  meet  the 
j)riority.  However,  we  do  not  give  an 
aj)j)lication  that  meets  the  j)riority  a 
j)reference  over  other  aj)j)lication.s  (84 
CFR  7.5.10.5(c)(1)). 

Proposed  Hoquironioni: 

Background:  The  j)roj)o.sed 
reijuirement  is  designed  to  .suj)j)ort  the 
transition  to  ongoing  ojierational 
administration  of  as.sessments 
develoj)ed  under  the  EAC  j)rogram. 

We  would  add  this  j)roj)osed 
requirement  to  the  existing 
reijuirements  for  the  EAC  j)rogram 
established  on  April  19,  2011  (70  1*’R 
21980).  We  list  the  existing 
reijuirements  below  to  j)rovide  context 
and  make  commenting  on  the  j)roj)o.sed 
requirement  easier.  We  invite  comment 
on  the  j)roj)o.sed  requirement  only.  The 
exi.sting  requirements  are  that  an 
eligible  aj)j)licant  awarded  a  grant  under 
this  j)rogram  must: 

(a)  Evaluate  the  validity,  reliability, 
and  fairness  of  any  assessments  or  other 
assessment-related  instruments 
develoj)ed  under  a  grant  from  this 
conq)etition,  and  make  available 
documentation  of  evaluations  of 
technical  quality  through  formal 
mechanisms  (e.g.,  j)eer-reviewed 
journals)  and  informal  mechanisms 
(e.g.,  newsletters),  both  in  j)rint  and 
electronically; 

(h)  Actively  j)artii:ij)ate  in  any 
aj)j)licahle  technical  assistance  activities 
c.onducted  or  facilitated  by  the 
Dej)artment  or  its  designees,  coordinate 
with  the  RTTA  jirogram  in  the 
develoj)ment  of  asses.sments  under  this 
program,  and  j)articij)ate  in  other 
activities  as  determined  hy  the 
Dimartment; 

(r.)  Develoj)  a  strategy  to  make 
.student-level  data  that  residt  from  any 
assessments  or  other  assessment-related 
instruments  develoj)ed  under  a  grant 
from  this  comj)etition  available  on  an 
ongoing  basis  for  research,  including  for 
j)ro.sj)ective  linking,  validity,  and 
j)rograin  inq)rovement  studies; " 

(d)  Ensure  that  any  a.sse.ssments  or 
other  assessment-related  instruments 
develoj)ed  under  a  grant  from  this 
comj)etition  will  he  oj)erational  (ready 
for  large-.scale  administration)  at  the  end 
of  the  j)roject  j)eriod; 

(e)  Ensure  that  funds  awarded  under 
the  EAC  j)rogram  are  not  used  to 
.suj)j)ort  the  develoj)ment  of  standards. 


^  i:ii5>il)li!  <i|)pii(:<inls  iiiviirdod  a  (>innt  iindor  this 
l)i()f>ram  must  complv  with  tlu;  Fiiiiiilv  Ivdiicational 
Riglits  aTid  Privacy  Act  (I'liKPA)  and  :}4  ChK  Part 
<)!).  as  well  as  .Statu  and  local  rc(|uir(imi!nts 
r(!gardinf>  privacy. 
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such  as  under  the  English  language 
proficiency  assessment  system  j)ri()rity 
or  any  other  jjriority; 

(f)  Maximize  the  interoperahility  of 
any  as.sessments  and  other  as.sessment- 
related  instruments  develo])ed  with 
funds  from  this  comj)etition  across 
t(!chnology  ])latforms  and  the  ability  for 
States  to  move  their  assessments  from 
one  technology  j)latform  to  another  hy 
doing  the  following,  as  applicable,  for 
any  as.sessments  developed  with  funds 
from  this  competition  by — 

(1)  Develo])ing  all  as.sessment  items  in 
accordance  with  an  industry-recognized 
open-1  icen.sed  interoperahility  standard 
that  is  a])proved  by  the  Department 
during  the  grant  jieriod.  without  non¬ 
standard  extensions  or  additions;  and 

(2)  Producing  all  student-level  data  in 
a  manner  consi.stent  with  an  industrv- 
recognized  o])en-licensed 
intero])erahility  standard  that  is 
a])])roved  hy  the  Dejiartment  during  the 
grant  j)eriod: 

(g)  Unless  otherwise  i)rotec;ted  hy  law 
or  agreement  as  ])roprietary  information, 
make  any  as.sessment  content  (i.e., 
assessments  and  a.sse.ssment  items)  and 
other  asses.sment-related  instruments 
develo])ed  with  funds  from  this 
comj)etition  freely  available  to  States, 
technology  platform  ])rovider.s,  and 
others  that  reciuest  it  for  pur])o.ses  of 
administering  assessments,  provided 
that  those  jiarties  receiving  asse.ssment 
content  comj)lv  with  consortium  or 
State  recjuirements  for  test  or  item 
security:  and 

(h)  For  any  assessments  and  other 
assessment-related  instruments 
develojjed  with  funds  from  this 
competition,  use  technology  to  the 
maximum  extent  appropriate  to 
develop,  admini.ster,  and  .score  the 
assessments  and  rejjort  results. 

Proposed  Requirement: 

The  Assistant  Secretary  proposes  the 
following  rcKjuirement  for  this  program. 
The  Department  may  apply  this 
nujuirement  in  any  year  in  which  this 
program  is  in  effect: 

(i)  Adopt  and  imjjlement  any 
assessments,  other  assessment-related 
instruments  developed  or  enhanced 
under  the  j)ropo.sed  jiroject,  and  anv 
standards  u])on  which  they  are  based.  In 
adilition,  if  the  a])])licant  .State  ap])lie.s 
as,  or  on  behalf  of  a  consortium  of 
.States,  it  mu.st  provide  in  any 
memorandum  of  understanding  or  other 
binding  agreement  executed  hy  each 
.State  in  the  consortium  an  assurance 
that,  to  remain  in  the  consc)rtium,  the 
.State  will  ado])t  and  implement  anv 
assessments  or  other  assessment-njlatcul 
instruments  developed  or  enhanced 
under  the  projiosed  jjroject  and  any 


standards  uj)on  which  they  are  based  hy 
the  end  of  the  project  period. 

Proposed  Definitions : 

Background: 

.Several  important  terms  associatcul 
with  the  ])rioriti(;.s,  recjuirements. 
definitions,  and  selection  criteria 
projjosed  in  this  notice  are  not  defined 
in  tile  EA(i  statute.  We  would  add  the 
projiosed  definitions  to  the  existing 
definitions  for  the  EA(i  program 
established  on  April  It),  2011  (7(i  FR 
21t)8()),  though  we  are  proposing  to 
modify  the  definition  of  “Engli.sh 
learner”  e.stahlished  in  2011  in  order  to 
broaden  the  definition  to  include  young 
children. 

Proposed  Definitions: 

The  Assistant  Secretary  pro})o.ses 
definitions  for  the  EAG  program.  The 
Dejiartment  may  apjily  one  or  more  of 
these  new  definitions,  and  any 
jireviously  established  definitions,  in 
any  year  in  which  this  program  is  in 
effeiT 

Comprehensive  early  learning 
(tssessment  system  means  a  coordinated 
and  comjirehensive  .sy.stem  of  multijile 
assessments,  each  of  which  is  valid  and 
reliahli!  for  its  sjiecified  purpose  and  for 
the  poimlation  with  which  it  will  he 
used,  that  organizes  information  about 
the  process  and  context  of  young 
children’s  learning  and  development  in 
order  to  help  teachers  make  informed 
instructional  and  jirogrammatic 
decisions  and  that  conforms  with  the 
recommendations  of  the  National 
Research  Gouncil  report  on  earlv 
childhood  assessments'*  by  including,  at 
a  minimum:  (a)  .Screening  measures  (as 
defined  in  this  notice);  (h)  formative 
a.sse.ssments;  (c)  measures  of 
environmental  cpiality  (as  defined  in 
this  notice);  (d)  measures  of  the  (piality 
of  adult-child  interactions  (as  defined  in 
this  notice);  and  (e)  a  kindergarten  entrv 
a.sse.s.sment  (KEA). 

Early  learning  and  development 
standards  means  a  set  of  exjiectations, 
guidelines,  or  developmental  milestones 
that — 

(a)  Describe  what  all  children  from 
birth  to  kindergarten  entrv  should  know 
and  he  able  to  do  and  their  dispositions 
toward  learning; 

(h)  Are  appropriate  for  each  age  grou]) 
(e.g.,  infants,  toddlers,  and 
preschoolers);  for  Engli.sh  learners:  and 

"N.'ilion.il  K(!S(!;ii(:1i  Council  (2()()ft).  I•;:ll■ly 
Childhood  Assossinonl:  Why.  Whnl.  and  How. 
Connnitloo  on  Hinidopniontal  Onicoinos  and 
Assossinonis  for  Yoini"  Children.  C.K.  .Snow  and 
S.l).  Van  llomol.  hdilors.  Hoard  on  ChildriMi.  Youth, 
and  l■'annlil!s.  Hoard  on  'I'cisliii”  and  Assos.smonl. 
Division  of  Hchavioral  and  .Social  .Scioncos  and 
Hdneation.  Washington,  DC:  The  National 
.Academies  Press.  Available  at  www.iuip.ndii/ 
cdliiloff.lihpyrecord  id=  1 244(i. 


for  children  with  di.sahilities  or 
developmental  delay.s; 

(c)  Cover  all  es.sential  domains  of 
.school  readiness  (as  defined  in  this 
notice): 

(d)  Are  universally  designed  and 
developmental ly.  culturally,  and 
lingui.stically  appropriate:  and 

(e)  Are  aligned  with  the  .State's  K-3 
academic  standards  in,  at  a  minimum, 
early  literacy  <md  mathematics. 

English  learner  means  a  child, 
including  a  child  agttd  three  and 
younger,  who  is  an  English  learner 
consistent  with  the  definition  of  a  child 
who  is  “limited  English  j)roficient,”  as 
applicable,  in  section  9101(25)  of  the 
Elementary  and  Secondary  Education 
Act  of  1905,  as  amended. 

Essenti(d  domains  of  school  readiness 
means  the  domains  of  language  and 
literacy  development,  cognition  and 
general  knowledge  (including  earlv 
mathematics  and  early  scientific 
develo])ment),  approaches  toward 
learning,  physical  well-being  and  motor 
development  (including  ada])tive  skills), 
and  .soc:ial  and  emotional  development. 

Formative  assessment  (also  known  as 
a  cla.ssroom-hased  or  ongoing 
assessment)  means  a.sse.s.sment 
(juestions,  tools,  ami  proces.ses — 

(a)  That  an; — 

(1)  .Specifically  designed  to  monitor 
children’s  progress; 

(2)  Valid  ami  n;liahle  for  their 
intended  ]nir|)o.ses  and  their  target 
])ojndations:  and 

(3)  Linked  directly  to  the  curriculum: 
and 

(h)  The  results  of  which  are  us(;d  to 
guide  and  improve  in.structional 
practices. 

Measures  of  environmental  quality 
means  valid  and  reliable  indicators  of 
the  overall  quality  of  the  early  learning 
environment. 

Measures  of  the  quaiitv  of  adult-child 
interactions  means  the  measures 
obtained  through  valid  and  reliable 
proce.s.s(;.s  for  observing  how  teachers 
and  caregivers  interact  with  children, 
where  such  processes  are  designed  to 
jjromote  child  learning  and  to  identifv 
.strengths  and  areas  for  improvement  for 
early  learning  professionals. 

Screening  measures  nK;an.s  age  and 
developmentally  appropriate,  valid,  and 
reliable  instruments  that  are  used  to 
identifv  children  who  mav  need  follow- 
uj)  .services  to  addre.ss  develoj)mental, 
learning,  or  health  needs  in,  at  a 
minimum,  tin;  areas  of  physical  health, 
behavioral  health,  oral  bealth,  child 
develoj)ment,  vision,  and  hearing. 

Proposed  Selection  Criteria: 

Background:  The  Department  intends 
that  the  .selection  criteria  used  for 
competitions  for  EAG  funds  will  ensure 
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that  EAd  projects  address  tlie  most 
critical  needs  of  education.  Tlie 
13(!partmeut  also  exj)ecls  that  the 
selection  criteria  used  for  competitions 
for  EAC  fnnds  will  ensure  that  any 
a.ssessments  funded  under  this  program 
will  he  of  high  technical  (jiiality.  VVe 
established  scdection  criteria  for  the 
l*]A(i  ])rogram  on  April  10,  2011  (70  FR 
21080).  and  April  30,  2012  (77  FR 
25470).  The  2011  selection  criteria 
addres.scul  the  a.sse.ssment  design  and 
the  a.ssessment  development  j)lan; 
however,  those  crit(;ria  an;  not 
aj)j)ropriate  for  entry  asse.ssments 
within  a  KEA.  Therefore,  we  are 
projjosing  two  new  .scdection  criteria 
that  address  similar  issues  hot  with  a 
focus  on  kindergarten  children. 

The  proposed  .selection  criteria  (h) 
and  (i)  would  he  ns(Kl  in  comhination 
with  the  selection  criteria  that  have 
already  been  established,  'fhe 
Dej)artment  notes  that  the  2011 
asse.ssment  design  selection  criterion  (h) 
is  inconsistent  with  both  the  j)roposed 
kindergarten  entry  asses.sment  design 
criterion  (h)  and  the  pniposes  of  the 
proi)o.sed  KEA  jH'iority.  and  the 
Dcjpartment  does  not  intend  to  n.se 
selection  criterion  (h)  with  tin;  pro])osed 
KEA  priority. 

The  De|)artment  also  notes  that  the 
2011  asses.sment  devcdopment  plan 
selection  criterion  (c)  is  inconsistent 
with  both  the  j)ropo.sed  kindergarten 
entry  asses.sment  develo])ment  ])lan 
selection  criterion  (i)  and  the  purposes 
of  the  jiropo.sed  KEA  priority,  and  the 
I3(!partm(!nt  do(;s  not  intend  to  n.se  the 
2011  selection  criterion  (c)  with  the 
propo.sed  KEA  ])riority. 

We  list  the  existing  selection  criteria 
below  to  provide  context  and  to  make 
commenting  on  the  j)roj)o.sed  selection 
criteria  easier.  We  invite  comments  on 
the  i)ropo.sed  .selection  criteria  onlv. 

The  existing  selection  criteria  are: 

(a)  Th(H)r\'  of  action.  The  S(!cr(!tary 
reviews  each  application  to  determine 
the  extent  to  which  the  eligible 
applicant's  theory  of  action  is  logical, 
coherent,  and  credible,  and  will  result 
in  improvcid  student  outcomes.  In 
determining  the  extent  to  whic;h  the 
theory  of  action  has  the.se  attributes,  we 
will  consider  the  de.scription  of,  and 
rationale  for — 

(1)  How  the  a.ssessment  results  will  he 
used  (e.g.,  at  the  State,  local  educational 
agency,  school,  classroom,  and  student 
levels): 

(2)  How  the  a.ssci.ssments  and 
assessment  results  will  he  incorporated 
into  cohenmt  (ulncational  systems  (i.e., 
systems  that  include  .standards, 
assessments,  cnrricnlnm,  instruction, 
and  professional  develojnnent)  of  the 
State(s)  |)artici])ating  in  the  grant;  and 


(3)  How  tho.se  educational  systems  as 
a  whole  will  improve  student 
achievianent. 

(h)  Assessment  (lesii>n.  The  Secretary 
nwiews  each  application  to  dettninine 
the  (!xtent  to  which  the  design  of  the 
eligible  applicant’s  propo.sed 
a.sse.ssments  is  innovative,  feasible,  and 
consistent  with  the  theory  of  action.  In 
determining  the  extent  to  which  the 
design  has  these  attributes,  we  will 
consider — 

(1)  The  nnmher  and  typ(!s  of 
a.ssessments,  as  appropriate  (e.g., 
diagnostic  assessments,  snmmative 
a.ssessments): 

(2)  How  the  assessments  will  measure 
student  knowledge  and  skills  against  the 
full  range  of  the  relevant  standards, 
including  tlie  standards  against  which 
student  achievement  has  traditionallv 
been  difficult  to  measure,  provide  an 
accurate  measure  of  .student  proficienev 
on  those  standards,  including  for 
students  who  are  high-  and  low- 
performing  in  academic  areas,  and 
jirovide  an  accurate  measure  of  student 
lirogress  in  the  relevant  area  over  a  full 
academic  year; 

(3)  How  the  assessments  will  produce 
the  reipiired  .student  performance  data, 
as  described  in  the  prioritv: 

(4)  How  and  when  during  the 
academic  year  different  ty|)e.s  of  student 
data  will  he  available  to  inform  and 
guide  in.structiou,  interventions,  and 
professional  development; 

(5)  The  types  of  data  that  will  he 
produced  by  the  asses.sments,  which 
must  include  student  achievement  data 
ami  other  data  sjiecified  in  the  relevant 
priority; 

(ti)  The  uses  of  the  data  that  will  he 
produced  by  the  as.se.ssments,  including 
(hut  not  limited  to) — 

(i)  Determining  individual  student 
achievement  and  student  jirogre.ss; 
determining,  as  apjiropriate  and  as  one 
of  multiple  measures,  individual 
princij)al  and  teacher  effectiveness,  if 
applicable;  and  professional 
develojjinent  and  .supj)ort  needs; 

(ii)  Informing  teaching,  learning,  and 
program  improvement;  and 

(7)  The  fnupiency  and  timing  of 
administration  of  the  asses.sments,  and 
the  rationale  for  the.s(s; 

(8)  The  numher  and  types  of  items 
(e.g.,  ])erformanc(!  tasks,  .selec:ted 
respon.ses,  observational  rating,  brief  or 
extended  constructed  respon.ses)  and 
the  di.strihution  of  item  types  within  the 
asse.ssments,  including  the  extent  to 
which  the  itenns  will  he  varied  and  elicit 
coinjilex  student  demonstrations  or 
ap])lication.s  of  knowledge,  skills,  and 
approaches  to  learning,  as  a])proj)riate 
(descriptions  should  include  a  concrete 
example  of  each  item  type  j)ro])osed); 


and  the  rationale  for  using  these  item 
types  and  their  distributions; 

(n)  Tlu!  assessments’  administration 
mode  (e.g.,  paper-and-pencil,  tcxicher 
rating,  com])uter-ha.sed,  or  other 
electronic  device),  and  the  rationale  for 
the  mode: 

(10)  The  methods  for  scoring  student 
])erformance  on  the  a.ss(!.ssment.s,  the 
(!stimated  turnaround  times  for  .scoring, 
and  the  rationale  for  these;  and 

(11)  The  reports  that  will  he  ])roduced 
based  on  the  assessments,  and  for  each 
re])ort:  the  key  data  it  will  j)r(!.sent:  its 
intemded  use:  target  audience  (e.g., 
.students,  jiarents,  teachers, 
administrators,  j)oIicymakers);  and  its 
pre.sentation  in  an  understandable  and 
uniform  format  and.  to  the  extent 
practicable,  in  a  language  that  parents 
can  understand. 

(c)  Assessment  development  plan. 

The  Secretary  reviews  each  a]3j)lication 
to  determine  the  extent  to  which  the 
eligible  applicant’s  ])lan  for  develo])ing 
the  propo.sed  assessments  will  ensure 
that  the  asse.ssments  are  ready  by  the 
end  of  the  grant  period  for  wide-scale 
administration  in  a  manner  that  is 
tiiiKily,  cost-effective,  and  consi.stent 
with  the  ])ro])osed  design  and 
incorjjorates  a  process  for  ongoing 
feedback  and  improvement.  In 
determining  the  extent  to  which  the 
asse.ssment  develo]nnent  ])lan  has  the.se 
attributes,  the  De])artment  will 
consid(!r — 

(1) (i)  The  aj)proaches  for  developing 
assessment  items  (e.g.,  evidence- 
centered  design,  universal  design)  and 
the  rationale  for  using  those  a])i)roache.s; 
and  the  develojjinent  pha.ses  and 
])roce.s.se.s  to  he  imjjlemented  consi.stent 
with  the  approaches;  and 

(ii)  The  tyi)e.s  of  jjersonnel  (e.g.. 
l)ractitioner.s,  content  ex])ert.s, 
assessment  experts,  experts  in  asse.ssing 
English  learners,  linguists,  exjjerts  in 
.second  language  ac;qui.sition,  exjjerts  in 
assessing  students  with  disabilities, 
psychometricians,  cognitive  scientists, 
institution  of  higher  education 
representatives,  experts  on  career 
readiness  standards,  and  other  kev 
.stakeholders)  involved  in  eac;h 
develo])ment  ])ha.se  and  proce.ss: 

(2)  The  approach  and  strategv  for 
designing  and  developing 
accommodations,  accommodation 
])olicies,  and  metlnxls  for  standardizing 
the  use  of  those  accommodations  for 
.students  with  disabilities; 

(3)  The  a])])roach  and  strategv  for 
ensuring  scalable,  accurate,  and 
consistent  scoring  of  items,  including 
the  approach  and  moderation  system  for 
any  human-scored  items  and  the  extent 
to  which  teachers  are  trained  and 
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involved  in  the  administration  and 
scoring  of  as.ses.sments; 

(4)  The  approach  and  strategy  for 
(levelo])ing  the  reporting  system;  and 

(5)  'I'Ik;  overall  aj)])roach  to  (|nality 
control  and  the  strategv  for  field-testing 
assessiiKmt  items,  accommodations, 
scoring  svstems,  and  niporting  svstcnns, 
including,  with  res])ect  to  assessment 
items  and  accommodations,  the  use  of 
re])resentative  sampling  of  all  tv])es  of 
student  poi)nlations.  taking  into 
particular  account  high-  and  low- 
performing  students,  different  tyj)es  of 
English  learners  (e.g.,  recently  arrived 
I-inglish  learners,  former  English 
learners,  migratory  English  learners,  and 
English  learners  with  disahilities),  and 
.students  with  disabilities. 

(d)  Hesaarch  and  evaluation.  The 
Secretary  reviews  each  apj)lication  to 
determine  the  extent  to  which  the 
eligible  applicant’s  research  and 
evaluation  ])lan  will  ensure  that  the 
assessments  developed  are  valid, 
reliable,  and  fair  for  their  intended 
pur|)oses.  In  determining  the  extent  to 
which  the  re.search  and  evaluation  ])lan 
has  these  attributes,  we  will  consider — 

(1)  The  plan  for  identifving  and 
(nnploying  ])sychometric  techni{|nes 
suitable  for  verifying,  as  appropriate  to 
each  a.sse.ssment,  its  con.struct, 
consecjuential,  and  predictive  validitv; 
(ixtcirnal  validitv:  reliability;  fairness; 
precision  across  the  full  ])erformance 
continuum:  and  comjiarahility  within 
and  across  grade  levels;  and 

(2)  The  j)lan  for  determining  whether 
the  assessments  are  being  implemented 
as  designed  and  the  theory  of  action  is 
being  rcialized,  including  whether  the 
intended  effects  on  individuals  and 
institutions  are  being  achieved. 

(e)  Professional  capacity  and 
outreach.  The  Secretary  revienvs  each 
ajijdication  to  determine  the  (extent  to 
which  the  eligible  apijlicant’s  plan  for 
implementing  the  jiroposed  assessments 
is  feasible,  cost-effcetive,  and  con.sistent 
with  the  thcKcry  of  action.  In 
detcjrmining  the  cixtcmt  to  which  the 
implcnnentation  plan  has  the.se 
attributes,  we  will  consider — 

(1)  The  plan  for  .su])])orting  tcxcchers 
and  administrators  in  implementing  the 
asscissments  and  for  develo})ing,  in  an 
ongoing  manner,  their  j)rofc5Ssional 
cajjacity  to  use  the  asse.ssments  and 
results  to  inform  and  improve 
instructional  ])ractice;  and 

(2)  The  strategy  and  j)lan  for 
informing  the  public  and  kew 
stakeholders  (including  teachers, 
administrators,  families,  legislators,  and 
polic:ymaker.s)  in  each  State  or  in  (;ach 
member  State  within  a  consortium 
about  the  a.ssessments  and  for  building 


.suj)port  from  the  ])uhlic  and  those 
stakeholdcjrs, 

(f)  Technology  approach.  The; 

Secretary  reviews  each  application  to 
determine  the  extemt  to  which  the 
eligible  ap])licant  would  u.se  technologv 
effectively  to  improve  the;  cpialitv, 
acccissihility,  cost-cdfectivencc.ss,  and 
efficiemey  of  the  j)ro|)os(;d  assessments. 

In  determining  the  (extent  to  which  the 
eligible  a])j)licant  is  using  tcechnology 
effectively,  we  will  consider — 

(1)  Thc!  descrijetion  of,  and  rationale 
for,  the  ways  in  which  tcechnology  will 
he  used  in  asse.ssment  deesign, 
develojjment,  administration,  scoring, 
and  reporting:  the  types  of  technology  to 
he  u.sed  (including  whether  the 
technology  is  existing  and  commercially 
available  or  is  being  newly  developed): 
and  how  other  Statc;.s  or  organizations 
can  re-use  in  a  cost-cjffectivc;  manner 
any  technology  platforms  and 
technology  components  developed 
under  this  grant;  and 

(2)  How  technology-related 
im])lementation  or  cleployment  harricas 
will  he  addre.ssed  (e.g.,  issues  relating  to 
local  acce.ss  to  intca  net-hascid 
a.sse.ssments). 

(g)  Project  management,  'rlu; 

Secretary  reviews  each  a])])lication  to 
determine  the  extcait  to  which  the 
eligible  a])j)licant’s  projta:t  managemcait 
plan  will  rcjsult  in  implementation  of 
the  ])ropo.sed  a.ssccssmcaits  on  time, 
within  budget,  and  in  a  mamua'  that  is 
financially  sustainable  over  time.  In 
determining  the  (extent  to  which  the 
pr()j(H:t  managenuait  plan  has  these 
attributes,  we  will  consider — 

(1)  The  ])r()j(a:t  workplan  and 
timeline,  including,  for  each  kev 
deliverable  (e.g.,  iKaae.ssary 
procurranents  and  any  need(Hl  approvals 
for  human  suhj(;ct.s  research, 
a.sse.ssment,  .scoring  and  m()(l(aati()n 
sy.stem,  jerofessional  development 
activities),  the  major  milestoiues, 
deadlines,  and  entiti(!s  resjeonsihle  for 
execution; 

(2)  The  a])]jroa(:h  to  identifying, 
managing,  and  mitigating  risks 
a.ssociated  with  the  project; 

(3)  The  (ixt(ait  to  which  the  eligible 
a])plicant’.s  hudg(4  is  ad(!(iuate  to 
sup])()rt  the  (hivelopment  of  a.ssessments 
that  me(!t  the  napurements  of  the 
priority  and  includes  costs  that  are 
reasonable  in  relation  to  the  ()hj(a:tive.s. 
design,  and  significance  of  the  jjrojjosed 
pr()j(a:t  and  the  numher  of  students  to  he 
.s(;rve(i; 

(4)  For  each  ajiplicant  State  or  for 
(xich  memh(;r  State  within  a  consortium, 
the  estimated  costs  for  the  ongoing 
administration,  maintenance,  and 
enhancement  of  the  ojjerational 
assessments  after  the  end  of  the  jiroject 


period  for  the  grant  and  a  ])lan  for  how 
the  State  will  fund  the  as.ses.sments  ()V(;r 
time  (including  by  allocating  to  the 
assessments  funds  for  existing  State  or 
local  a.ss(!.s.sment.s  that  will  he  re])lace(l 
by  the  new  a.sse.ssments);  and 

(.5)  The  (juality  and  commitment  of 
the  personnel  who  will  carry  out  the 
l)r()po.s(;(l  project,  including  the 
(inalifications,  relevant  training,  and 
experience  of  the  project  dinjctor  and 
other  key  project  personm;!,  and  the 
ext(int  to  which  the  time  commitments 
of  the  project  dinictor  and  other  k(!y 
project  personm;!  are  approjuiate  and 
a(l(;(piate  to  me(;t  the  ohj(;ctiv(;.s  of  the 
jnopo.sed  project. 

Proposed  Selection  Criteria: 

The  Assistant  Secretary  proposes  the 
following  selection  criteria  for 
evaluating  an  application  un(l(;r  this 
inogram.  W^e  may  apply  these  criteria  or 
any  of  the  existing  sel(;ction  criteria  in 
;niy  year  in  which  this  })rogram  is  in 
effect.  In  the  notice  inviting  applications 
and  the  apj)lication  package,  the 
D(;j)artment  will  announce  the  .sel(;cti()n 
criteria  to  he  a])j)lied  and  the  maximum 
])().s.sihle  points  a.ssigned  to  (;ach 
criterion. 

(h)  Kindergarten  entiv  assessment 
design. 

The  S(;(:retary  r(;view.s  each 
ap])licati()n  to  determine  the  extent  to 
which  the  design  of  the  eligible 
a|)|)licant’.s  jn-oposed  as.s(;.s.sment  is 
innovative,  feasible,  and  consistent  with 
the  theory  of  action.  In  (l(;t(;rmining  the 
ext(;nt  to  which  the  design  has  th(;.se 
attributes,  the  I)(;partment  will 
consider — 

(1)  How  the  asse.ssment  will  measure 
child  p(;rformance  and  development 
against  (;arly  learning  and  development 
standards  (as  defined  in  this  notice): 

(2)  The  steps  propo.sed  for  ensuring 
that  the  a.ssessment  is  aligned  with  the 
specific  early  l(;arning  and  development 
.standards  on  which  the  assessment  is 
based; 

(3)  The  extent  to  which  data  from  the 
a.ss(;.s.sment  can  he  incorporated  into  a 
State’s  longitudinal  data  sy.stem  (SLDS) 
and  a  State’s  early  learning  data  system 
(if  it  is  s(;|jarate  from  an  SLDS)  through 
tin;  u.se  of  or  conn(;(:tion  to  common 
data  elements  and  definitions,  such  as 
the  (iommon  Education  Data  Standards 
(https://ceds.ed.gov/},  consistent  with 
r(;(]inrement.s  of  Federal,  State,  and  local 
privacy  laws; 

(4)  'Lhe  intended  us(;,s  of  the  data  to 
h(;  generated  by  the  assessment,  which 
mu.st  include,  hut  n(;e(l  not  he  limit(;d 
to — 

(i)  Determining  the  level  of  individual 
child  l(;arning  and  development; 

(ii)  Identifying  teacher  jjrofe.ssional 
development  and  support  needs: 
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(iii)  Informing  teaching,  learning,  and 
program  imj)rovement;  and 

(iv)  lingaging  families  in  the  early 
learning  of  their  children; 

(.'ll  The  ninnher  and  types  of  items 
(e.g.,  i)erformanc(;  tasks,  selected 
responses,  observational  ratings)  and  the 
distribution  of  item  types  within  the 
a.s.sessment.  including  the  variation  of 
the  items  and  the  rationale  for  using 
the.se  item  tyjies  and  their  distributions; 

((>)  The  asse.ssment's  admini.stration 
mode(s)  (e.g..  direct,  observation,  or 
administered  using  an  electronic 
device),  and  the  rationale  for  the 
mode(s); 

(7)  The  methods  for  scoring  child 
performance  on  the  assessments,  the 
estimated  turnaround  times  for  .scoring, 
and  the  rationale(.s)  for  these; 

(8)  The  applicant's  plan  to  set  levels 
of  performance  for  the  assessment, 
where  the  levels  of  performance 
encompa.ss  de.scrijitors  of  what  a  child 
knows  and  is  able  to  do  for  each  level, 
and  for  how  the  applicant  will 
meaningfully  engage  and  .solicit 
stakeholder  input  on  the  develo])ment 
of  levels  of  i)erformance  that  are  valid 
and  reliable  for  children’s  learning  and 
development;  and 

(tt)  Tne  reports  and  interpretation 
guides  that  will  he  jiroduced  based  on 
the  a.ssessments.  and  for  each  rei)ort  and 
interpretation  guide;  the  key  data  it  will 
pre.sent;  its  intended  use;  its  target 
audience  (e.g..  families,  teachers, 
administrators,  policymakers,  and  other 
.stakeholders);  and  how  its  pre.sentation 
will  he  in  an  uiKhnstandahle  and 
uniform  format  and,  to  the  extent 
l)racticahle,  in  a  language  that  families 
can  understand. 

(i)  Kindar^arlan  imtry  ass(^ssnuw1 
duvelopuwnt  plan.  The  Secretary 
reviews  each  a])j)lication  to  determine 
the  e;xtent  to  which  the  eligible 
applicant’s  plan  for  develojiing  the 
proposed  KFA  will  ensure  that  the 
assessments  are  ready  by  the  (;nd  of  the 
grant  perioil  for  wichvscale 
admini.stration  in  a  manner  that  is 
timely,  cost-effective,  and  consi.stcmt 
with  the  j)roj)osed  design  and 
incoi'ijorates  a  process  for  ongoing 
feedback  and  improvement.  In 
determining  the  extent  to  which  the 
assessment  development  ])lan  has  these 
attributes,  the  D(;partment  will 
consider — 

(l)(i)  Till!  apj)roaches  for  develoj)ing 
as.sessment  items  (e.g.,  evidence- 
centered  design,  universal  design),  the 
rationale  for  using  those  aj)])roaches. 
and  the  development  pha.ses  and 
proces.ses  to  he  imj)lemented  consistent 
with  the  aj)j)roache.s; 

(ii)  The  types  of  personnel  involved  in 
each  develo])ment  j)hase  and  jjrocess 


(e.g.,  practitioners,  experts  in  early 
learning  and  development,  experts  in 
the  assessment  of  young  children, 
content  experts,  as.sessment  experts, 
experts  in  a.ssessing  children  with 
disabilities  or  develojmiental  delays  and 
Fnglish  learners,  jisychometricians, 
cognitive  .scientists,  and  other  key 
stakeholders); 

(2)  The  ap])roach  and  strategy  for 
designing  and  (hiveloping 
accommodations,  accommodation 
policies,  and  methods  for  standardizing 
the  use  oftho.se  accommodations  for 
children  with  di.sahilities  or 
develojjinental  delays  and  Engli.sh 
learners  (as  defined  in  this  notice); 

(3)  The  approach  and  strategy  for 
ensuring  scalable,  accurate,  and 
consi.stent  scoring  of  items,  including 
the  aj)proach  and  moderation  system  for 
any  items  not  scored  by  machine  and 
the  extent  to  which  tciachers  are  trained 
and  involved  in  the  administration  and 
scoring  of  a.ssessments; 

(4)  The  apjji'oach  and  strategy  for 
developing  the  rejiorting  system;  and 

(.'ll  The  overall  approach  to  (piality 
control,  maintaining  the  integrity  of  the 
asse.ssment  proce.ss.  field-testing 
asse.ssment  items,  accommodations, 
scoring  systems,  and  reporting  .systems, 
including,  with  respect  to  assessment 
items  and  accommodations,  the  u.se  of 
rejiresentative  sampling  of  all  types  of 
child  populations,  taking  into  particular 
account  the  full  range  of  learning  and 
development  across  the  essential 
domains  of  school  readine.ss  (as  defined 
in  this  notice),  and  including  childrcm 
with  di.sahilities  or  developmental 
delays  and  Engli.sh  learners  (as  defined 
in  this  notice). 

Final  Prioritias,  Haqaiwinants, 
Definitions,  and  Selection  (Criteria: 

We  will  announce  the  final  priorities, 
requirements,  definitions,  and  .selection 
criteria  in  a  notice  in  the  Federal 
Register.  We  will  determine  the  final 
priorities,  requirements,  definitions,  and 
.selec:tion  criteria  after  considering 
re.spon.s(!s  to  this  notice  and  other 
information  available  to  the  De])artment. 
This  notice  does  not  preclude  us  from 
proposing  additional  priorities, 
recpiirements,  definitions,  or  .selection 
criteria,  .subject  to  meeting  applicable 
rulemaking  retjuinmients. 

Niite:  This  iu)tic:(!  (hxis  not  solicit 
ap|)liculi()ns.  In  any  year  in  wliich  the 
l)(!partni(!nt  chooses  to  u.se  tluise  jiriorilies. 
nHiuircanenls.  (hii'initions.  or  selection 
criteria,  we  invite  api)lications  through  a 
notice  in  the  Federal  Register. 


Executive  Order  128()(i  and 

liegnlatory  Impact  Amdysis 

Under  Executive;  Order  128(j(),  the 
.Secretary  must  determine  whether  this 
regulatory  action  is  "significant"  and, 
therefore,  subject  to  the  recpiirements  of 
the  Executive  Order  and  subject  to 
review  hv  the  Office  of  Management  and 
budget  (OMb).  .Section  3(0  of  Executive 
Order  128()(i  defines  a  ‘‘significiint 
regulatory  action”  as  an  action  likely  to 
result  in  a  rule  that  may — 

(1)  Have  an  annual  effect  on  the 
economy  of  .$100  million  or  more,  or 
adversely  affect  a  sector  of  the  economy, 
productivity,  comjjetition,  jobs,  the 
environment,  i)ul)bc  health  or  safety,  or 
State,  local  or  tribal  governments  or 
cf)mmnnities  in  a  material  way  (also 
referred  to  as  an  “econ()mically 
significant”  rule); 

(2)  (Create  serious  inconsistency  or 
otherwi.se  interfere  with  an  action  tak(;n 
or  jdanned  by  another  agenc.y; 

(3)  Materially  alter  the  budgetary 
imjjacts  of  entitlement  grants,  n.ser  fees, 
or  loan  programs  or  the  rights  and 
obligations  of  recipients  thereof;  or 

(4)  Raise  novel  legal  or  policy  issues 
arising  out  of  legal  mandates,  the 
Presid(;nt’s  priorities,  or  the  principles 
set  forth  in  the  Executive  Order. 

This  proposed  regulatory  action  is  not 
a  significant  regulatory  action  subject  to 
review  by  OMb  under  .section  3(11  of 
Executive  Order  12888. 

We  have  also  reviewed  this  ))ro])os(;d 
regulatory  action  under  Executive  Order 
13.'j83.  which  .su])])lement.s  and 
ex])bcitly  reaffirms  the  j)rinci])le.s, 
.structures,  and  definitions  governing 
regulatory  review  established  in 
Executive  Order  12888.  To  the  extent 
])ermitted  by  law,  Execaitive  Order 
13.'j83  recpiires  that  an  agency — 

(1)  broijose  or  adopt  regulations  only 
u])on  a  reasoned  determination  that 
their  benefits  justify  their  costs 
(recognizing  that  some  benefits  and 
costs  are  difficult  to  ciuantify); 

(2)  Tailor  its  regulations  to  imijose  the 
least  burden  on  society,  consistent  with 
obtaining  regulatory  objectives  and 
taking  into  account — among  other  things 
and  to  the  extent  practicahh; — the  co.sts 
of  cumulative  r(;gulation.s; 

(3)  In  choosing  among  alternative 
regulatory  ap])roaches,  select  tho.se 
approaches  that  maximize  net  benefits 
(including  ])otential  economic, 
environmental,  public  h(;alth  and  safety, 
and  other  advantages;  distributive; 
impacts;  and  eejuity); 

(4)  'Fo  the  extent  feasible,  specify 
j)erformance  objectives,  rather  than  the 
l)ehavior  or  manner  of  comj)liance  a 
regulated  entity  must  ado])t;  and 
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(.5)  Identify  and  assess  available 
alternatives  to  direct  regnlation, 
including  economic  incentives — such  as 
user  fees  or  marketable  permits — to 
encourage  the  desired  behavior,  or 
provide  information  that  enables  the 
public  to  make  choices. 

Executive  Order  13583  also  retiuires 
an  agency  “to  n.se  the  best  available 
techni(]nes  to  (inantifv  anticipated 
lae.sent  and  future  benefits  and  costs  as 
accurately  as  possible.”  The  Office  of 
Information  and  Regnlatorv  Affairs  of 
OMB  has  emj)hasized  that  tliese 
technicjiies  may  include  “identifving 
changing  future  com])liance  costs  that 
might  result  from  technological 
innovation  or  anticipated  behavioral 
changes.” 

We  are  issuing  these  projio.sed 
priorities,  recjuirements,  definitions,  and 
selection  criteria  only  on  a  reasoned 
determination  that  their  benefits  would 
justify  their  costs.  In  choosing  among 
alternative  regnlatorv  approatdies,  the 
Department  selected  tho.se  approaches 
that  would  maximize  net  benefits.  Based 
on  the  analysis  that  follows,  the 
D(!partment  believes  that  this  regulatory 
action  is  consistent  with  the  i)rinciples 
in  Executive  Order  135()3. 

We  also  have  determined  that  this 
regnlatorv  action  would  not  unduly 
interfere  with  State,  local,  and  tribal 
governments  in  the  exerci.se  of  their 
governmental  functions. 

In  accordance  with  both  Executive 
orders,  the  Department  has  asse.ssed  the 
])otential  costs  and  benefits,  both 
(luantitative  and  (jnalitative.  of  this 
regnlatorv  action.  The  potential  costs 
are  those  resulting  from  .statutory 
re(]uirements  and  those  we  have 
determined  as  necessary  for 
administering  the  Dej)artment's 
]3rograms  and  activities. 

The  proposed  ])riority  for  KEAs  and 
the  other  proposed  priority,  along  with 
the  a.s.sociated  proj)o.sed  recpiiremejit. 
definitions,  and  selection  criteria, 
would  benefit  individual  children  hv 
.su]j])orting  the  develo|)ment  or 
enhancement  of  KEAs  that  woidd 
provide  educators  with  timely  and 
useful  information  to  guide 
individualized  instruction  for  children 
at  kindergarten  entry  and  thronghont 
the  year.  In  addition,  the  resulting 
as.sessments  would  henefit  (iducators, 
administrators,  and  other  stakeholders 
by  yielding  information  that  can  he  used 
to  target  investments  for  the  education 
systems  serving  children  in  the  years 
h(!for(!  kindergarten.  A  K1’]A  would  also 
snj)port  the  implementation  of  State 
reform  efforts  in  the  anui  of  early 
learning. 

The  ])roposed  priority  for  early 
learning  collaborative  efforts  among 


States  woidd  encourage  States  to  work 
together  on  developing  a  common  KEA 
rather  than  developing  or  using  sejiarate 
KEAs,  thus  pooling  expertise  and 
ex])erience  while  also  creating 
efficiencies,  including  cost-efficiencies. 
The  priority  would  also  help  ensure  that 
a  KEA  developed  hy  a  consortium  is 
made  available  for  use  by  mnltijile 
States.  It  also  would  snjiport  the 
collection  of  comiiarahle  data  regarding 
the  level  of  children’s  learning  and 
develojiment  at  kindergarten  entry. 

The  projKi.sed  selection  criteria  would 
help  ensure  that  the  assessments 
developed  hy  grantees  are  of  high 
quality,  meet  relevant  technical 
standards,  and  align  with  other 
assessment  work  funded  by  the 
Dejiartment. 

IntHi'oovernnwntdl  Bdvidw:  This 
program  is  snhject  to  Executive  Order 
12372  and  the  regulations  in  34  CFR 
part  79.  One  of  the  objectives  of  the 
Executive  Order  is  to  foster  an 
intergovernmental  ])artner.ship  and  a 
strengthened  federalism.  The  Executive 
Order  relies  on  processes  developed  hy 
State  and  local  governments  for 
coordination  and  review  of  jirojiosed 
Federal  financial  assistance. 

This  document  jirovides  early 
notification  of  onr  s])ecific  plans 
regarding  this  program. 

Accdssihid  Fornuit:  Individuals  with 
disabilities  can  obtain  this  document  in 
an  accessible  format  (e.g..  braille,  large 
print,  audiotape,  or  compact  disc)  on 
reipiest  to  the  program  contact  person 
listed  under  FOR  FURTHER  INFORMATION 
CONTACT. 

Electronic  Access  to  This  Document: 
The  official  version  of  this  document  is 
the  document  jnihlished  in  the  Federal 
Regi.ster.  Free  Internet  access  to  the 
official  edition  of  the  Federal  Register 
and  the  Code  of  Federal  Regulations  is 
available  via  the  Federal  Digital  System 
at:  www.gpo.f’ov/fdsys.  At  this  site  yon 
can  view  this  document,  as  well  as  all 
other  documents  of  this  Department 
published  in  the  Federal  Register,  in 
text  or  Adobe  Portable  Document 
Format  (PDF).  To  n.se  PDF  yon  mn.st 
have  Adobe  Acrobat  Reader,  which  is 
available  free  at  the  site. 

Yon  may  also  acce.ss  documents  of  the 
Department  published  in  the  Federal 
Register  hy  using  the  article  search 
feature  at;  www.fedeialregister.gov. 
Specifically,  through  the  advanced 
search  feature  at  this  site,  yon  can  limit 
your  .search  to  documents  published  by 
the  Department. 


Daliul:  lamiary  22.  201  :t. 

Deborah  S.  Delish;, 

Assistant  Secretary  far  Elementary  and 
Secondary  Education. 

II'K  Doc.  2(n:i-(n.S(i7  I’iliul  l-24-i:i;  «:4.S  ainl 
BILLING  CODE  4000-01-P 


LIBRARY  OF  CONGRESS 

United  States  Copyright  Office 

37  CFR  Parts  201  and  210 

[Docket  No.  2012-1] 

Copyright  Office  Fees 

agency:  U.S.  (Copyright  Office,  Library 
of  Congress. 

ACTION:  Notice  of  propo.sed  rulemaking: 
Extension  of  reply  comment  jieriods. 

SUMMARY:  The  United  States  Copyright 
Office  is  extending  the  deadline  for 
filing  reply  comments  regarding  its 
notice  of  projio.sed  rulemaking 
concerning  the  establishment  of  a  fee 
schedule  for  filing  cable  and  .satellite 
.statements  of  account  for  n.se  of  the 
statutory  licenses  that  jnovide  for  the 
secondary  transmission  of  broadcast 
|)rogramming  by  cable  and  satellite 
companies. 

DATES:  Re])ly  comments  on  the 
proposed  regnlation  mn.st  he  received  in 
the  Office  of  the  Ceneral  Counsel  of  the 
Copyright  Office  no  later  than  5  p.m. 
Eastern  Daylight  Time  (EDT)  on 
Fehrnarv  15.  2013. 

ADDRESSES:  The  Copyright  Office 
stronglv  prefers  that  re])ly  comments  he 
submitted  electronically.  A  comment 
submission  jiage  is  posted  on  the 
Copyright  Office  Web  site  at  http:// 

WWW. copyright. gov/ docs/newfees/ 
comments/.  The  Web  site  interface 
requires  submitters  to  complete  a  form 
specifying  name  and  other  required 
information,  and  to  upload  comments  as 
an  attachment.  To  meet  accessibility 
standards,  all  comments  must  he 
iqiloaded  in  a  single  file  in  either  the 
Adobe  Portable  Document  File  (PDF) 
format  that  contains  searchable, 
acce.ssihle  text  (not  an  image):  Micro.soft 
Word:  WordPerfect;  Rich  Text  Format 
(RTF);  or  AS(31  text  file  format  (not  a 
.scanned  document).  The  maxi  mum  file 
size  is  n  megabytes  (MB).  The  name  of 
the  submitter  and  organization  should 
appear  on  both  the  form  and  the  face  of 
the  comments.  All  comments  will  he 
jiosted  luihlicly  on  the  Cojiyright  Office 
Web  site  exactly  as  they  are  received, 
along  with  names  and  organizations  if 
ju'ovided.  If  electronic  submission  of 
comments  is  not  feasible,  please  contact 
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the  II.S.  (;o|)yright  Offici!  at  (202)  707- 
8880  for  special  instructions. 

FOR  FURTHER  tNFORMATION  CONTACT: 
M(!gan  Rivet,  Budget  Analyst,  or  Melissa 
Dadant,  Senior  Advisor  for  Operations 
and  .Sp(!cial  Projects,  at  (202)  707-8350. 
SUPPLEMENTARY  INFORMATtON:  On 
Dciceinher  0.  2012,  the  II.S.  (Copyright 
Office  pnhlished  a  notice  of  ])roi)osed 
rnleinaking  ("NPRM”)  announcing  a 
revised  .schedule  of  fees  for  filing  semi¬ 
annual  statements  of  account  pursuant 
to  17  D.S.C.  111.110.  and  122  based 
upon  a  new  cost  study.  77  FR  72.788 
(December  0.  2012).  Comments  to  the 
proposed  fees  were  due  on  )anuary  7. 
2013  and  the  Office  received  three 
comments  at  that  time,  including  a 
comment  from  the  National  Cable 
Telecommunications  Association 
(“NCTA”). 

In  its  comment.  NCTA  noted  that  it 
had  submitted  on  December  13.  2012  a 
nupiest  pursuant  to  tin;  I’reedom  of 
Information  Act  (“FOlA”)  for  the  cost 
studies  referenced  in  the  Office's 
Dc'cemher  0  notice  announcing  new 
proposed  fees.  Snh.s(;quently.  NCn’A 
filed  a  motion  on  )anuarv  14.  2013 
r(;(iuesting  an  extension  of  the  (anuarv 
22.  2013  date  for  filing  replv  comments 
in  anticipation  of  a  res])onse  from  the 
Office  to  its  FOIA  recpiest.  The  Office  is 
extending  the  time  to  file  rej)ly 
comments  to  5:00  |).m.  EST  Fehrnarv  15. 
2013  in  order  to  provide  additional  time 
for  stakeholders  to  prepare  reply 
comments  after  the  Office  resolves  the 
p(;nding  FOIA  reipiest. 

llal(!(l:  laiuiary  IB.  2013. 

Tanya  M.  Sandros, 

Dapiilv  Chuivnil  (hunsri. 

II'R  l)in:.  2(n;i-0l2(n  FiBni  1-24-1:1:  8:43  ami 
BILLING  CODE  1410-30-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 

[EPA-R01-OAR-2009-0433;  EPA-R01- 
OAR-2012-0149;  A-1-FRL-9754-7] 

Approval  and  Promulgation  of  Air 
Quality  Implementation  Plans; 
Massachusetts  and  New  Hampshire; 
Enhanced  Motor  Vehicle  Inspection 
and  Maintenance  Program 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Propo.sed  rule. 

SUMMARY:  EPA  is  proposing  to  approve 
State  Implementation  Plan  (SIP) 
revisions  submitted  hv  the 
Commonwealth  of  Massachn.setts  ami 
the  .State  of  New  Hampshire.  Th(;.se 


revisions  include  regulations  to  update 
the  enham:ed  motor  vehicle  inspection 
and  maintenance  (!/M)  programs  in 
Mas.sachn.setts  and  New  Hampshire.  The 
revi.sed  programs  in  Massachusetts  and 
New  Hampshire  include  a  test  and 
rejiair  network  for  an  on-hoard 
diagnostic  (OBD2)  testing  program  for 
model  year  l‘)‘Hi  and  newer  vehicles. 

The  intend(;d  effect  of  this  action  is  to 
jiropo.se  ajiproval  of  the  revi.sed 
programs  into  the  Mas.sai:hn.sett.s  and 
New  Hampshire  .SIPs.  This  action  is 
being  taken  under  the  (dean  Air  At:t. 
DATES:  Written  comments  must  he 
received  on  or  before  Fehrnarv  25.  2013. 
ADDRESSES:  Submit  your  comments, 
identified  by  Docket  ID  No.  EPA-ROl- 
OAR— 2000-0433  for  comments 
pertaining  to  onr  proposed  apjiroval 
action  for  Massachusetts  or  l']PA-R01- 
CAR-2012-0140  for  comments 
liertaining  to  our  propo.sed  a])])roval 
action  for  New  Hampshire  by  one  of  the 
following  methods: 

1.  n'lnv.reguyo/yon.s'.goi';  Follow  the 
on-line  instructions  for  submitting 
i:omnients. 

2.  Email:  arnoI(i.(mna@ap(i.<iov. 

3.  Eax:  (til  7)  918-0047. 

4.  Afo//;  “Docket  Identification 
Nnmher  EPA-ROl-OAR-2009-0433  or 
EPA-R01-()AR-2012-0149.”  Anne 
Arnold,  II. .S.  Environmental  Protection 
■Agency,  EPA  New  England  Regional 
Office.  5  Post  Office  .Stpiare — .Suite  100, 
(Mail  code  OEP05— 2),  Boston,  MA 
02109-3912. 

5.  Hand  Dalivarv  or  Ckmriar.  Deliver 
your  comments  to:  Anne  Arnold, 
Manager.  Air  Quality  Planning  Unit. 
Office  of  Ec:osystem  Protection,  II.S. 
Environmental  Protection  Agency,  EPA 
New  iMigland  Regional  Office,  5  I’ost 
Office  .Stpiarc; — .Suite  100.  (Mail  code 
OEP05-2).  Bo.ston,  MA  02109-3912. 
.Such  deliveries  are  only  accejited 
during  the  Regional  Office’s  normal 
hours  of  operation.  The  Regional 
Office's  official  hours  of  business  are 
Monday  through  Friday,  8:30  to  4:30, 
excluding  legal  holidavs. 

Please  see  the  direct  final  rule  whif:h 
is  located  in  the  Rules  .Section  of  this 
Federal  Register  for  detailed 
in.structions  on  how  to  submit 
comments. 

FOR  FURTHER  INFORMATION  CONTACT: 

Ariiil  (iarcia.  Air  Quality  Planning  Unit. 
IJ..S.  Environmental  Protection  Agency. 
EPA  New  England  Regional  Office,  5 
Post  Office  .Stpiare,  Suite  100  (Mail 
code:  OEP05-2),  Boston,  MA  02109- 
3912.,  telejihone  number  (017)  918- 
1000,  fax  number  (017)  918-0000,  email 
garcia.ariaI@ai)a.gov. 

SUPPLEMENTARY  INFORMATION:  In  the 
Final  Rules  Section  of  this  Federal 


Register.  EPA  is  aj)proving  the  .State’s 
.SIP  submittal  as  a  direct  final  rule 
without  prior  i)ro])osal  because  the 
Ag(;ncy  views  this  as  a  noncontrov(;rsial 
snlimittal  ami  antici])ate.s  no  adver.se 
comments.  A  detailed  rationah;  for  the 
a])proval  is  set  forth  in  the  direct  final 
rule.  If  no  adver.se  comments  are 
r(;ceiv(;d  in  riisponse  to  this  action,  no 
further  activity  is  contemplated.  If  EPA 
receives  adverse  comments,  the  direct 
final  rule  will  he  withdrawn  and  all 
public  comments  niceived  will  he 
addressed  in  a  suh.s(;cpient  final  rule 
based  on  this  jiroposed  rule.  I'lPA  will 
not  institute  a  second  comment  jjeriod. 
Any  i)arties  intere.sted  in  connmaiting 
on  this  action  should  do  .so  at  this  time. 
Please  note  that  if  EPA  receiv(;s  adverse 
comment  on  an  amendment,  ])aragraph, 
or  section  of  this  rule  and  if  that 
provision  may  he  ,sever(;d  from  the 
remainder  of  the  rule.  EPA  may  adopt 
as  final  tho.se  jirovisions  of  the  rule  that 
are  not  the  subject  of  an  adver.se 
comment. 

For  additional  information,  see  the 
direct  final  rule  which  is  located  in  the 
Rules  .Section  of  this  Federal  Register. 

Dated:  November  15.  2012. 

II.  (Iiiiiis  Spalding, 

l{(!!^ion(il  Adminislralor.  EPA  Xknv  Eu'^hmd. 

|I  K  Hoc.  20i:i-(Hl!i:«)  Filed  l-24-i:i:  i(:4.5  and 
BILLING  CODE  6560-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 

[EPA-R07-OAR-201 2-0763;  FRL-9772-5] 

Approval  and  Promulgation  of 
Implementation  Plans;  State  of 
Missouri;  Control  of  Sulfur  Emissions 
From  Stationary  Boilers 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Proposed  rule. 

SUMMARY:  EPA  ])ropo.se.s  to  ap])rove 
revisions  to  the  Missouri  .State 
Implementation  Plan  (.SIP)  submitted 
October  27.  2{)()9.  This  revision  adds  a 
new  rule  to  reduce  the  concentration  of 
fine  particles  (PM2.5)  in  the  .St.  Louis 
nonattainment  area  by  limiting  sulfur 
dioxide  (.SO2)  emissions  (a  j)recur.sor 
pollutant  to  PM2.5).  from  industrial 
boilers.  EPA  is  approving  this  revision 
h(!cau.se  it  strengthens  the  Missouri  .SIP. 
EPA's  approval  of  this  .SIP  revision  is 
being  done  in  accordance  with  the 
r(;(]uirements  of  the  Clean  Air  Act 
(CAA). 


Federal  Register / Vol.  78,  No.  17/ Friday,  janiiary  25,  2013 / Proposed  Rules 


5347 


DATES:  (loinmeiits  on  this  proposed 
action  must  l)e  received  in  writing  l)y 
Imbrnary  25,  2013. 

ADDRESSES:  Sul)init  your  coininents, 
identilied  hv  Docket  ID  No.  I']PA-K()7— 
()AR-201 2-0703,  l)y  mail  to  Amy 
lllu!sania,  Fnvironmental  Protection 
Agency,  Air  l^lanning  and  Development 
Branch,  112t)l  Renner  Bonlevard, 

I.(!nexa,  Kansas  0()210.  (’.omments  may 
akso  he  snhmitted  electronit;allv  or 
through  hand  deliverv/courier  by 
following  the  detailed  instructions  in 
the  ADDRESSES  section  of  the  direct  final 
rule  located  in  the  rules  section  of  this 
Federal  Register. 

FOR  FURTHER  INFORMATION  CONTACT: 

Amy  Bhe.sania,  Environmental 
Protection  Agency,  Air  Planning  and 
Development  Branch,  11201  Renner 
Boulevard,  Lenexa,  Kansas  00219  at 
(913)  551-7147,  or  by  email  at 
hhes(ini(i.(iin\'@ep(i.gov. 

SUPPLEMENTARY  INFORMATION:  In  the 
final  rules  section  of  the  Federal 
Register,  EPA  is  ai)])roving  the  state’s 
.SB’  revision  as  a  (lirec:t  final  rule 
without  ])rior  ])ro]iosal  because  the 
Agcmcy  views  this  as  a  noncontroversial 
revision  amendment  and  antici])ates  no 
relevant  adverse  comments  to  this 
action.  A  detailed  rationale  for  the 
a])proval  is  set  forth  in  the  direct  final 
rule.  If  no  relevant  adver.se  comments 
are  received  in  res])onse  to  this  action, 
no  further  activity  is  contemi)Iated  in 
relation  to  this  action.  If  hiPA  receives 
relevant  adverse  comments,  the  direct 
final  rule  will  he  withdrawn  and  all 
jjiihlic  comments  received  will  he 
addressed  in  a  suh.sequent  final  rule 
based  on  this  projjosed  action.  EPA  will 
not  institute  a  second  comment  period 
on  this  action.  Any  parties  interested  in 
commenting  on  this  action  should  do  .so 
at  this  time.  Please  note  that  if  EPA 
nuieives  adverse  comment  on  part  of 
this  rule  and  if  that  part  can  he  severed 
from  the  remainder  of  th(i  rule.  EPA  mav 
adopt  as  final  those  parts  of  the  rule  that 
are  not  the  subject  of  an  adverse 
comment.  For  additional  information, 
.see  the  direct  final  rule  which  is  located 
in  the  rules  section  of  this  Federal 
Register. 

Dated:  laiuiary  0.  20 1 3. 

Karl  Brooks. 

national  AdiDinistralor,  licf'ion  7. 

II'K  Doe:.  2()i:t-014(i2  Filed  1-24-1:);  K:4.'j  iini| 
BILLING  CODE  6560-50-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  85,  86,  600 

[EPA-HQ-OAR-2009-0472;  FRL-9772-7] 

Denial  of  Reconsideration  Petition  on 
Model  Year  2012-2016  Light  Duty 
Vehicle  Greenhouse  Gas  Emissions 
Standards 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Denial  of  petition  for 
reconsideration. 

SUMMARY:  The  Environmental  Protection 
Agency  (EPA  or  Agency)  is  providing 
notice  that  it  is  denying  the  jietition  of 
the  Pacific  Legal  Foundation  (PLF)  to 
reconsider  the  final  rides  e.stahlishing 
greenhouse  gas  emissions  standards 
from  light  duty  motor  vehicles  for 
model  years  2012-2019. 

DATES:  This  action  is  effective  on 
January  25.  2013. 

ADDRESSES:  EPA’s  docket  for  this  action 
is  Docket  ID  No.  EPA-HQ-OAR-2009- 
0472.  All  documents  in  the  docket  are 
listed  on  the  http://\\\v\\’.ivoiil(itions.^()v 
Wei)  site.  Although  listed  in  the  index, 
some  information  is  not  ])uhlicly 
available,  e.g.,  confidential  business 
information  (CBl)  or  other  information 
whose  disclosure  is  restricted  by  statute, 
(’ertain  other  material,  such  as 
co])vrighted  material,  is  not  placed  on 
the  Internet  and  will  he  publicly 
available  only  in  hard  copy  form. 
Publicly  available  docket  materials  are 
available  either  electronically  through 
ht1p://\v\\'\\’.wguI(iiions.gov  or  in  hard 
copy  at  EPA’s  Docket  (ienter.  Public 
Reading  Room,  EPA  We.st  Building, 
Room  3334,  1301  Con.stitution  Avenue 
NW.,  Washington,  DC  20004.  This 
Docket  Facility  is  o])en  from  8:30  a.m. 
to  4:30  ]).m.,  Monday  through  Friday, 
excluding  legal  holidays.  The  telephone 
number  for  the  Public  Reading  Room  is 
(202)  599-1744,  and  the  telephone 
numher  for  the  Air  Docket  is  (202)  599- 
1742. 

FOR  FURTHER  INFORMATION  CONTACT: 

Steven  Silverman,  Office  of  (ieneral 
Counsel,  Environmental  Protection 
Agency,  1200  Pennsylvania  Avenue 
NW.,  Washington,  DC  20490;  telephone 
numher:  (202)  594-5523;  email  address; 
Silverman. st(n'en@ep(t. gov. 
SUPPLEMENTARY  INFORMATION: 

Acronyms  and  Abbreviations.  The 
following  acronyms  and  abbreviations 
are  used  in  this  Decision. 

Ai’A  Adniinislralivn  Procodiires  Act 
API  American  Petroleum  Inslitiile 
(iAA  Cileaii  Air  Act 
(XL  Carbon  dioxide 


CII4  Methane 

EPA  Environmental  Protection  Agency 
FOIA  Freedom  of  Information  Act 
I  R  Federal  Register 
CMC  Creenhouse  gas 
I  IFXi  I  lvdrofluorocarl)on 
I.DVR  i.ight  Duty  Vehicle  Rule 
MY  Model  vear 
NjO  Nitrous  oxide 

Nirr.SA  National  I  lighway  Traffic  .Safety 

Administration 

PLF  Pacific  Legal  Foundation 
SAH  .Science  Advisory  Board 

I.  Introduction 

On  May  7.  2010,  the  EPA  i)uhlished 
final  rules  establishing  standards 
limiting  emissions  of  carbon  dioxide 
(CO2),  methane  (CFl4).  nitrous  oxide 
(N2O)  and  hydroflnorocarhons  (HFCs) 
from  new  light  duty  motor  vehicles, 
including  pas.senger  cars,  medium  duty 
pas.senger  vehicles,  and  light  trucks  for 
model  years  2012-2019.  75  FR  25324.  In 
this  joint  rulemaking,  the  National 
Highway  Traffic  Safety  Administration 
(NHTSA).  on  behalf  of  the  Department 
of  Transportation,  i.ssued  rules  to  reduce 
fuel  consumption  from  these  vehicles. 
Together  these  rides  comprise  a 
coordinated  and  comprehensive 
National  Program  designed  to  address 
the  urgent  and  closely  intertwined 
challenges  of  reducing  de])endence  on 
oil.  achieving  energy  security,  and 
ameliorating  global  climate  change.  PLF 
j)etitioued  EPA  to  reconsider  its 
greenhouse  gas  standards.  Because  the 
petition  does  not  state  grounds  which 
satisfv  the  requirements  of  section 
307((i)(7)(B)  of  the  Clean  Air  Act.  EPA 
is  denying  the  petition. 

II.  Standard  for  Reconsideration 

Section  307(d)(7)(B)  of  the  (’dean  Air 
Act  (CAA)  .states  that:  "Only  an 
objection  to  a  rule  or  procedure  which 
was  raised  with  reasonable  sjjecificity 
during  the  j)eriod  for  public  comment 
(including  any  public  hearing)  may  he 
raised  during  judicial  review.  If  the 
|)er.son  raising  an  objection  can 
demonstrate  to  the  Admini.strator  that  it 
was  impracticable  to  raise  such 
objection  within  such  time  or  if  the 
grounds  for  such  objection  aro.se  after 
the  ])eriod  for  public  comment  (hut 
within  the  time  specified  for  judicial 
review)  and  if  such  objection  is  of 
central  relevance  to  the  outcome  of  the 
rule,  the  Admiui.strator  shall  convene  a 
l)roceeding  for  reconsideration  of  the 
rule  and  provide  the  same  procedural 
rights  as  would  have  been  afforded  had 
the  information  been  available  at  the 
time  the  rule  was  jiropo.sed.  If  the 
Administrator  refuses  to  convene  such  a 
proceeding,  such  person  may  seek 
review  of  such  refusal  in  the  United 
States  court  of  appeals  for  the 
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aj)propriate  circuit.  Such 
reconsideration  sliall  not  postpone  the 
effectiveness  of  tin;  rule.  Tlie 
effectiveness  of  the  rule  inav  he  .stayed 
ptniding  such  reconsideration,  however. 
l)v  the  Administrator  or  the  court  for  a 
period  not  to  exceed  tliree  months." 

Thns,  reconsideration  is  recpiired  only 
if  a  petition  for  mconsidtnation  shows 
that  the  objection  or  claim  could  not 
have  been  pre.sented  during  the 
comment  period — (uther  because  it  was 
imj)racticahle  to  raise  the  objection 
during  that  time  or  because  the  grounds 
for  raising  the  objection  aro.se  after  the 
period  for  ])nl)lic  comment  hut  within 
()()  days  of  publication  of  the  final  action 
(i.e.  “the  time  specified  for  judicial 
review").  To  he  of  cemtral  relevance  to 
the  outcome  of  a  rule,  an  objection  must 
provide  snh.stantial  snp])ort  for  the 
argument  that  the  promulgated 
regulation  should  l)e  revised.  See 
(xHiIition  for  liosponsihlo  Hotiuhition  v. 
I:PA,  (i84  F.3d  102,  125  (D.C.  far.  2012): 
.see  also  70  FR  28318  (May  17.  2011)  and 
other  actions  there  cited. 

Hecanse  all  of  the  objections  or  claims 
rai.sed  in  PLF's  j)etition  could  have  hcum 
presented  to  Fl’A  during  the  comment 
j)eriod  for  the  rulemaking,  and  because 
I’LF  has  failed  to  demonstrate  that  its 
objection  is  of  central  relevance  to  the 
outcome  of  the  rulemaking.  Hl’A  is 
denying  the  recjuest  for  r(;consideration. 

III.  FLF's  Petition  for  Reconsideration 

In  its  jjetition.  I’LF  alleges  that  EPA 
failed  to  com])ly  with  the  recpiirianents 
of  42  IJ.S.fk  .section  43(i5(c)(l).  This 
provision  states  that  “jtjhe 
Admini.strator,  at  the  time  anv  j)ro])osed 
criteria  document,  standard,  limitation 
or  regulation  under  the  Clean  Air  Act, 
the  Federal  Water  Pollution  Control  Act. 
the  Resf)urce  (ionserx  ation  Recox'erv 
Act.  the  Noi.se  t^ontrol  Act.  the  Toxic 
.Substances  Control  Act,  or  the  .Safe 
Drinking  Water  Act.  or  under  anv  other 
authority  of  the  Administrator,  is 
provided  to  any  other  Federal  agencv  for 
formal  review  and  comment,  shall  make 
available  to  the  {.Science  Advisorv 
Board,  or  .SABj  such  ])roposed  criteria 
(kH:ument,  standard,  limitation,  or 
njgulation.  together  with  relevant 
scientific  and  technical  information  in 
the  jio.ssession  of  the  Environmental 
Protection  Agency  on  which  the 
jiropo.sed  action  is  based.”  .Section 
43(i5{c)(2)  then  jirovides  that  “{tjhe 
Board  may  make  available  to  the 
Administrator,  within  the  time  specified 
by  the  Administrator,  its  advice  and 
comments  on  the  adetiuacy  of  the 
.scientific  and  technical  basis  of  the 
projjosed  criteria  document,  standard, 
limitation,  or  regulation,  together  with 


any  jiertinent  information  in  the  Board’s 
])os.session.” 

PLF  maintains  that  EPA  failed  to 
make  the  proposed  model  years  (MYs) 
2012-2018  light  duty  vehicle 
greenhouse  gas  (filKi)  rule  available  to 
the  .SAB.  PLF  then  argues  that  this 
alleged  failure  is  of  central  relevance  to 
the  outcome  of  the  rulemakiug,  arguing 
that  an  “utter  failure"  of  EPA  to  coinjily 
with  a  procedural  recpiirmuent  imposed 
by  a  statute  other  than  the  (3ean  Air  Act 
is  of  central  relevance  if  there  is  any 
uncertainty  as  to  the  impact  of  the 
failure  (Petition  pp.  7.  17-18),  or  in  the 
alternative  that  there  is  a  substantial 
likelihood  that  the  rule  would  have 
significantly  changed  ab.sent  the  alleged 
l)rocedural  error  by  EPA  (Id.  p)).  8,  18- 
21).  PLF  maintains  that  there  is  a 
substantial  likelihood  that  the  rule 
would  have  changed  hv  assuming  that 
the  .SAB  would  have  provided  scientific 
and  technical  advice  to  EPA  of 
sufficient  import  to  change  the  ride's 
outcome,  consistent  with  the  .SAB's 
august  .scientific  standing  and  the 
Congressional  juirpo.se  in  estahli.shing 
the  o|)j)ortunity  for  .SAB  review.  Id.  PLF 
further  maintains  that  it  could  not  raise 
its  objection  to  EPA  until  after  the  clo.se 
of  the  public  comment  period  to  the 
rulemaking,  .stating  that  it  did  not 
become  aware  of  tlie  issue  until 
November  10,  2010.  when  EPA  rejilied 
to  PLF’s  Freedom  of  Information  Act 
recpiest  seeking  copies  of  “|a|ll 
documents,  memorandums  (sic)  or 
correspondences  (sic)  dealing  with  the 
(piestion  of  whether  EPA  should  submit, 
or  should  have  submitted,  iuformation 
to  the  .Science  Advisorv  Board  in 
connection  with  the  promulgation  of  the 
{light  duty  vehicle  rule)  LDVR”.  PLF 
FOIA  Reipiest  of  .September  15,  2010  j). 
1. 

IV.  EPA’s  Response 

1.  PLF  has  failed  to  demonstrate  that 
“it  was  imjiracticahle  to  raise  {it.s{ 
objection"  during  the  jKiriod  for  jnihlic 
comment  in  the  rulemaking,  or  in  the 
time  sjiecified  for  seeking  judicial 
review  (i.e.  within  00  days  of  the  rule’s 
publication — )ulv  10,  2010),  as  required 
by  CAA  .section  307(d)(7)(B). 

PLF’s  objection  is  legal  in  nature,  and 
thus  could  he  rai.sed  at  any  time.  PLF 
maintains  that  it  could  not  rai.se  its 
objection  until  receiving  a  res])onse  to 
its  Freedom  of  Information  Act  reipiest, 
hut  this  is  not  correct.  PLF’s  public 
comments  could  simply  have  stated 
PLF’s  belief  that  42  l)..S.Ck  .section 
4305(c)  reipiires  EPA  to  submit  the 
j)ro])o.sed  rule  to  the  .SAB,  and  that  any 
failure  to  do  so  is  error.  PLF  states  that 
it  reipiired  an  answer  to  its  FOIA 
request  before  raising  its  objection 


because  only  then  did  it  learn  that  EPA 
had  not  submitted  the  light  duty  vehicle 
jiropo.sal  to  the  SAB.  Petition  p.  13.  But 
its  objection  does  not  reijuire  this 
answer.  Moreover,  PLF  ilid  not  submit 
its  FOIA  reipiest  until  .September  15, 
2010,  well  after  the  rule  was  signed, 
disseminated  electronically,  and 
])uhlished,  and  after  the  iieriod  for 
.seeking  judicial  review  of  the  rule  had 
expired,  rhus,  even  under  its  view,  the 
grounds  for  PLF’s  objection  did  not  arise 
until  after  the  time  jieriod  for  judicial 
review  so  that  PLF’s  objection  was 
raised  in  an  untimely  manner  regardless 
of  its  argument  concerning  its  FOIA 
jietition.  In  addition,  EPA’s  FOIA 
response  does  not  provide  PLF  with 
information  necessary  to  raise  its 
objection,  since  the  FOIA  request  a.sked 
whether  EPA  “submitted’’  the  proposed 
rule  and  related  documents  to  the  .SAB. 
The  statutory  requirement  in  section 
4305(c)  is  for  EPA  to  “make  available” 
certain  proposals  to  the  .SAB,  as 
discussed  below.  Thus,  PLF  was  in 
e.ssentiallv  the  same  position  after 
receiving  EPA’s  FOIA  resiionse  as  it  was 
before  its  request.  The  same  objection  it 
raised  in  the  iietition  could  have  been 
raised  during  the  public  c.omment 
])eriod. 

2.  PLl’  fails  to  demonstrate  that  its 
objection  is  of  c.entral  relevance  to  the 
outcome  of  the  rulemaking,  as  required 
hv  .section  3()7(d)(7)(B). 

‘  First.  PLF  fails  to  demonstrate  that  42 
l]..S.C'.  4305(c)(1)  is  applicable.  That 
])n)vi.sii)n  apjilies  only  when  EPA 
submits  certain  documents  to  other 
agencies  “for  formal  review  and 
comment.”  The  light  duty  vehicle  GHG 
rule  inqilements  section  2()2(a)  of  the 
Glean  Air  Act.  That  jirovision  contains 
no  requirement  that  implementing 
regulations  he  submitted  to  other  federal 
agencies  for  formal  review  and 
comment,  nor  did  EPA  do  so.  EPA 
submitted  the  draft  of  the  jjropo.sed  rule 
to  the  Office  of  Management  and  Budget 
for  informal  interagency  review, 
pursuant  to  Executive  Order  12800,  hut 
this  is  not  the  type  of  formal  review  to 
which  section  4305(c,)(l)  speaks.  .See 
Coalition  for  Hasponsihia  Ragidation  v. 
HPA,  084  F.  3d  at  124  (noting  this 
distinction):  conqiare  GAA  section 
2()2(a)  with  49  IJ..S.G.  section  32902(1)) 
and  (j)  requiring  the  .Secretary  of 
Transj)ortation  to  consult  with  the 
.Secretary  of  Energy  and  the 
Admini.strator  of  EPA  before  presc.rihing 
average  fuel  economy  standards  for  light 
duty  motor  vehicles,  and  requiring  the 
.Secretary  of  Trans])ortation  to  ])ri)vide  a 
period  of  time  for  the  .Secretary  of 
Energy  to  submit  comments  and  for 
those  comments  to  he  included  in  any 
proj)o.sal  issued  by  the  .Secretary  of 
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'rransportatioii;  sen  also  CAA  section 
231(a)(l)(H)(i)  (“The  Administrator  sliall 
consult  with  the  Administrator  of  the 
Federal  Aviation  Administration  on 
aircraft  engine  emission  standards”). 

S(u:ond,  even  assuming  that  the 
jirovision  a])])lies.  EFA  did  make  the 
jjroposed  regidation  and  sii])porling 
information  available  to  the  SAB  in 
advance  of  the  public  c:omment  period. 
Documents  are  made  available  when 
they  are  “accessible"  or  “obtainable.” 
(lollins  English  Dictionary — C]om])lete 
and  Unabridged  (llarj)er  Collins  2003) 
(definition  of  “available”).  EPA  made 
the  jiroposed  rule  and  underlving 
sui)port  documents  acc;essihle  and 
obtainable  by  publication  of  the 
proposed  rule  in  the  Federal  Register, 
and  via  mass  electronic  dissemination 
by  posting  both  the  )3roj)osed  rule  and 
all  of  the  scientific  and  technical 
support  documents  on  the  Agency’s 
Web  site  essentially  contemporaneously 
with  their  signature  by  the 
Administrator. ' 

Third,  even  a.ssuming  arguendo  that 
EPA  c:ommitte(l  a  j)rocedural  error,  PEF 
has  failed  to  demonstrate  that  its 
objection  provides  substantial  supjjort 
for  the  argument  that  the  jiromulgated 
regulation  should  he  revised,  and 
therefore  is  of  central  relevance  to  the 
outcome  of  the  rule.  CAA  section 
3()7(d)(7)(B). 

I’EF  argues  that  there  is  a  substantial 
likelihood  that  the  rule  would  have 
changed  if  EPA  had  followed  the 
claimed  procedure,  by  a.ssuming  that  the 
SAB  woidd  have  provided  .staentific  and 
technical  advice  to  EPA  of  sufficient 
import  to  change  the  rule’s  outcome, 
consistent  with  the  SAB’s  scientific 
standing  and  the  Congre.ssional  purjjose 
in  establishing  the  op])ortunitv  for  SAB 
review.  Petition  jjj).  8,  21.  This  is 
unpersuasive.  The  SAB  exj)licitly 
declined  to  consider  and  “make 
available  *  *  *  advice  and  comments 
on  the  adequacy  of  the  .scientific  and 
technical  basis”  on  the  ))roposed  light 
duty  vehicle  CHC  .standards  for  model 
years  2017  to  202.5  in  re.s])onse  to  EPA’s 
communication  to  SAB  about  the 
pro])o.sal  and  supporting  documents. - 


'  1'3’A  is  awiiro  that  thi!  O.Ci.  Oirciiit.  in  liolding 
tliat  I'il’A  liad  not  iiiado  availal)l(!  a  pniposad 
njsulation  t(i  tho  .SAH.  stat(?d  that  Kl’A  liad  nnt 
"suhmittiid"  tho  jjidposod  lobulation  to  tho  Hoard. 
American  Pciroicnm  Insl.  v.  PPA.  tili.S  I''.2d  1 17(>. 


^I’LF  did  not  prosont  oitlior  oral  or  writton 
statoininits  to  tho  .SAB  at  its  piilrlic:  mooting,  ovon 
tliougl)  tho  mooting  was  pnlilically  notiood. 


That  propo.sal  built  upon  and  was 
closely  related  to  the  rulemaking  that 
e.stiihlished  the  standards  for  MYs  2012— 
2010,  the  subject  of  PLF’s  petition  here. 
Moreover,  as  in  the  MYs  2017-202.5 
rulemaking,  suhstiintial  issutts  of  pun; 
science  were  not  pre.sented  in  the  MYs 
2012-2010  rulemilking.  In.stead  the 
critical  issues  were  what  technologies 
are  available  for  light-duty  vehicles  to 
reduce  greeuhouse  gases  for  MYs  2012- 
2010.  the  cost  and  effectiveness  of  those 
technologies,  and  tluiir  iivailahility  in 
the  lead  time  provided  by  the  rule, 
making  SAB  participation  both  less 
likely  and  less  pertinent.  See  7.5  FR  at 
25403-04.  Indeed,  none  of  the  public 
comments  in  the  MY201 2-2010 
rulemaking  took  serious  issue  that  EPA 
had  overestimated  potential  technology 
availability,  penetration  and  cost.  ■'*  See 
EPA,  Light  Duty  Vt^hicle  Emission 
Stomicirds  and  Corporate  Average  Fuel 
Economy  Standards:  EPA  Response  to 
Comment  Document  (EPA-420-R-10- 
012,  A})ril  2010),  .section  3.  There  were 
no  judicial  challenges  to  the  rule’s 
substantive  standards  at  all.  See 
Coedition  for  Responsible  Regulation, 

084  F.3d  at  120.  Given  these 
circum.stances,  EPA  does  not  .see  any 
significant  likelihood  that  SAB 
involvement  woidd  have  occurred  or 
would  have  changiHl  siguificautly  the 
technologv-hased  standards  adojited  in 
the  rule.  'I’lie  petitioner  has  therefore 
failed  to  carry  its  burden  of  showing 
that  its  objection  |)rovides  substantial 
sup])ort  for  the  argument  that  the 
])romulgate(l  regulation  should  he 
revi.sed  and  therefore  is  of  central 
relevance  to  the  rule.  CAA  section 
3()7(d)(7)(B). 

Notwithstanding  the  clear 
requirement  in  .section  3()7(ct)(7)(B)  that 
its  objection  must  be  of  central 
relevance  to  the  outcome  of  the  rule, 

PLF  argues  that  it  does  not  have  to  make 
a  showing  to  that  effect.  PLF  argues 
instead  that  the  te.st  under  section 
3()7(d)(7)(B)  varies  depending  on 
whether  the  procedural  reejuinnnent  at 
issue  derives  from  the  CAA  or  from 
another  .statutory  jirovision.  While  PLF’s 
argument  is  not  exactly  clear.  PIT’ 
argues  that  for  jirocedural  re(|uirements 
impo.sed  by  a  statute  other  than  the 
CAA,  an  “utter  failure”  to  comply  with 
a  required  procedure  is  not  harmless 


comments  W(!i(!  soliciliul  by  llu;  .SAB.  mid  ollmr 
imlilids  sulimitUid  mi  ond  imd  wrilldn  sliilomiml  to 
till!  .SAB  (iiddriissing  ii  dilfinonl  proposed  ndo).  .Sik; 
77  1  R  12.'i7!).  l^.sao  (Mmcli  1.  2012)  mid  KBA-HQ- 
()AR-20  H)-l)7‘)(l-l  1 7(i:t. 

‘  I’l.F  iiidiccilo.s  lliiil  its  intorosi  in  tho  ndomaking 
is  that  its  mombors  am  liglit  duly  vnliiclo  usurs  and 
may  incur  greator  costs  as  a  rusull  of  llio  liglil  duly 
vuliiclo  l  ulu's  siringuiicv.  I’ulilioii  pp.  2-2.  altiiougb 
il  submiltud  no  communis  on  tliusu  issuus. 


1 18!)  (D.C.  Cir.  IIIHI).  Tbis  ca.su.  bowuvur.  aniudalud 
Ibu  pru.sunt  period  of  instantanuous  availabilitv  of 
documunts  via  uluctronic  dissuniination.  Fl’A 
buliuvus  dial  by  pubiisbing  and  posting  Ibu 
proposud  ruguialion  and  Ibu  sciunlific  and  tucbnical 
.support  docuuiunis  tliosu  maturials  liavu  buun  niadu 
availablu  to  Ibu  .SAB. 


error  under  section  3()7(d)(7)(B)  if  there 
is  any  uncertainty  of  the  iinjiact  of  the 
error.  For  jirocedural  requirements 
imjfosed  by  the  CAA.  PLF  argues  that 
the  explicit  te.st  of  .section  3()7(d)(8) 
apjflies,  “substantial  likelihood  that  the 
rule  would  have  been  sigidficantlv 
changed  if  such  errors  had  not  been 
made.”  l^Lf’  argues  that  this  case  falls 
uuder  the  first  as.serted  principle,  as  the 
procedural  reijuirement  derives  from  a 
statute  other  than  the  CAA.  PLF  thus 
argues  there  was  an  utter  failure  to 
com})ly  with  42  U.S.C.  section  43().5(c), 
and  there  is  some  uncertainty  of  the 
impact  of  the  failure.  In  the  alternative, 
they  argue  that  even  if  the  second  test 
applies,  this  case  meets  the  criteria  of 
.section  307(d)(8).  citing  to  Kennecott 
Corp.  V.  EPA.  084  F.2d  1007  (D.C.  Cir. 
1982) 

EPA  disagrees  that  this  bifurcated 
.scheme  is  the  appropriate  test  to  apjilv. 
Section  307(d)(7)(B)  is  the  applicable' 
jirovision  here,  and  its  test  is  whether 
PLF’s  objection  jirovides  substantial 
supjiort  for  the  argument  that  the 
promulgated  regulation  .should  he 
revised.  There  is  no  basis  in  the  text  of 
.section  307(d)(7)(B)  to  draw  a 
distinction  based  on  whether  a 
|)rocedural  reciuirement  is  impo.sed  hv 
the  (ilean  Act  or  by  another  statute. 
.Section  307(d)(7)(B)  establishes  the 
.same  re{)uirements  irrespective  of  the 
.statutory  source  of  the  procedural 
re(iuirement  a  jfetitioner  jioints  to. 
.Section  307((1)(7)(B).  like  .section 
307((1)(8).  embodies  a  sigidficant  hurdle 
for  admini.strative  reconsideration,  and 
reflects  the  value  placed  on  preserving 
the  finalitv  of  EPA  decision  making.  75 
FR  49550.’ 49500-02  (August  13.  2010). 
'rhis  is  so  whether  the  procedural 
reqiurement  derives  from  the  (]AA  or 
from  another  .statute. 

The  cases  cited  by  PLF'  do  not  support 
their  view  of  a  bifurcated  scheme  under 
.section  307(d)(7)(B).  PLF  argues  that 
“(wlhen  an  administrative  agency 
utterly  fails  to  comply  with  a  jirocedural 
rulemaking  requirement  im])o.sed  by  a 
statute  other  than  the  one  under  which 
the  rule  is  being  promulgated,  the 
failure  cannot  he  considered  harmle.ss 
error  if  there  is  any  uncertainty 
regarding  what  the  rule  may  have  been 
hut  for  the  failure.”  Petition  p.  7.  PLF 
cites  Mew  Jersey  V.  EPA,  020  F.  2(1  1038, 
1049-50  (D.C.  Cir.  1980)  and  Sugar 
Cane  Crowers  Coop,  of  Fla.  v.  Venenum, 
289  F.  3(1  89.  90  (D.C.  Cir.  2002)  for  this 
jiroposition.  However  tluxse  cases  do  not 
pronounce  the  general  rule  petitioners 
claim,  and  are  not  on  point.  Both  State 
of  New  Jersey  and  Sugar  Cane  Crowers 
concerned  rides  that  were  not  subject  to 
section  307((1)  at  all,  .so  the  cases  do  not 
address  and  are  not  ndevant  to  the 
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r(!(juiremenl  inipo.sed  by  seilion 
307(d)(7)(B).  Rather,  both  cases  dealt 
with  a  failure  of  the  government  agency 
to  follow  the  notice  and  comment 
j)roce(lur(JS  required  for  rulemaking 
under  the  Admini.strative  Procedure  Act 
(APA).  The  views  of  the  court  on  tin; 
lack  of  harmless  error  und(;r  those; 
specific  circum.stances  addres.s{;d  that 
violation  of  the  APA.  and  did  not 
jm)vide  a  more  general  rule  applicable 
to  any  and  all  other  ])rocedural 
violations  or  other  statutes.  Here.  FPA 
fully  complied  with  the  rulemaking 
procedures  reejuired  under  CAA  section 
3()7(d).  There  was  no  “utter  failure”  to 
conduct  notice  and  comment 
rulemaking  procedures. 

As  di.scu.ssed  above.  EPA  was  not 
r(;(pnred  to  but  did  make  the  propo.s(;d 
rule  available  to  the  SAB  pursuant  to  42 
U.S.C.  section  43ti5(c)(l).  Under  that 
.statute  th(;re  is  no  recpiirement  or 
expectation  that  the  SAB  will  in  fact 
voluntarily  provide  advice  and 
comments  to  EPA  and  in  this  case,  as 
discussed  above,  sub.secpient  SAB  action 
concerning  the  MY20]  7-2025 
rul(;making  proposal  to  control 
gre(;nhouse  gases  indicates  just  the 
opposite;.  The  Now  lorsoy  and  Sugar 
Cone  cases  thus  addressed  wlu)lly 
different  circumstances,  and  provide  no 
basis  to  find  that  the  reciuirement  of 
C',/\A  section  3t)7(d)(7)(B)  does  not  aj)j)ly 
to  this  rulemaking  according  to  its  terms 
or  that  the  te.st  it  sets  for  reconsideration 
has  been  met. 

Moreover,  the  D.(k  (arcuit  recently 
held  with  respect  to  42  USU  section 
4305(c)(1)  it.self  that  a  ])etitioner  "must 
sho|w|  that  this  (;rror  was  ‘of  such 
central  relevance  to  the  rule  that  there 
is  a  substantial  likelihood  that  the  rule 
would  have  been  significantly  changed 
if  such  errors  had  not  been  made.’  ”  This 
was  not  satisfied  when  petitioners 
provided  no  more  of  a  showing  than 
alleging  that  EPA  had  failed  to  comply 
with  this  provision.  (JoulHion  for 
liosponsihlo  Hoguhition  w  EPA,  084 
E.3d  at  124.  The  Court  applied  the  te.st 
in  section  3()7(d)(8)  without  drawing 
any  distinction  ba.sed  on  the  .statute  that 
was  tin;  .source  of  the  procedural 
r(;(pnrement.  The  same  a])])li(;s  under 
section  3()7(d)(7)(B),  and  as  with  section 
307(d)(8),  mon;  must  be  shown  than 
simply  all(;ging  that  EPA  fail(;d  to 
comj)ly. 

Tin;  i)(;tition(;r’s  citation  of  Snuill 
liofinors  Load  Phaso-Down  Task  Eoroo  \'. 
EPA.  705  F.2d  5t)(i.  522-23  (D.C.  Cir. 
lt)83)  also  do(;s  not  supj)ort  its 
argument.  The  petition  argues  that  the 
1977  amendments  to  the  Clean  Air  Act 
were  intended  to  su])])lement  the 
procedural  requirements  of  the 
Administrative  Procedure  Act,  not 


replace  them.  Petition  p.  9.  ('.onstruing 
section  307(d)(8)'s  r(;(piirement  that  a 
procedural  error  creates  a  “substantial 
likelihood  that  the  rule  would  have 
been  significantly  changed”,  the  court 
stat(;d  that  “|a|t  a  minimum,  failuiH;  to 
observe  tin;  basic  APA  procedures,  if 
r(;ver.sible  error  imd(;r  the  APA,  is 
reversible  error  under  the  Clean  Air  Act 
as  well.”  The  court  immediately 
cautioned,  howev(;r,  “|ojn  the  other 
hand,  section  307(d)(8)  sets  a  r(;strictive 
tone  for  our  review  of  procedural  errors 
that  would  not  violate  the  APA”.  citing 
Siorra  Club  v.  (A)stlo  (()57  F.2d  at  3t)l) 
for  the  proposition  that  “the  e.ssential 
nK;.ssage  of  so  rigorous  a  standard  for 
])rocedural  r(;v(;rsal  is  that  (k)ngress  was 
concerned  that  EPA’s  rulemaking  not  be 
casually  overturned  for  j)rocedural 
reasons.”  705  E.2d  at  523.  Since  the 
APA  itself  contains  a  harmless  error 
provision  (5  USC  .section  700),  r(;(iuiring 
])etitioners  to  show  a  likelihood  that  the 
rule  would  hav(;  changed  is  not  a 
diminution  of  tin;  APA  but  a  gloss  on  it. 
Thus,  the  holding  in  Sajcdl  Hofiaors  was 
limited  to  violations  of  the  notice  and 
comment  re()nirements  of  the  APA,  and. 
contrary  to  PEE’s  claim,  the  court  did 
not  pronounce  a  g(;neral  rule 
e,stal)lishing  a  different  test  for  any  and 
all  procedural  r(;(|uirem(;nts  imjio.sed  by 
other  statutes.  Rather,  in  discussing 
procedural  reepurements  other  than  the 
APA,  the  court  indicated  that  .s(;ction 
3()7(d)(8)  apjilied  and  .set  a  restrictive 
tone  for  judicial  review  of  such  errors. 

More  basically,  the  D.H.  (arcuit  has 
twice  held  that  failure  to  conqdv  with 
the  re(iuirements  of  section  43(i5(c)(l)  is 
not  reversible  error  where  petitioners 
fail  to  show  that  the  error  is  of  such 
central  relevance  to  the  proceeding  that 
there  is  a  substantial  likelihood  that  the 
rule  would  have  significantly  changed 
but  for  the  (claimed)  procedural 
x'iolation.  (Mcdition  for  Hosponsihio 
Rogalation  v.  EPA.  084  F.3d  at  124;  API 
V.  EPA.  005  F.2d  at  1188-89.  The  fact 
that  the  procedural  r(;quirement  at  i.ssue 
in  those  cases  stems  from  a  statute  other 
than  tin;  CAA  made  no  difference  and 
did  not  change  the  burden  on  the 
j)(;titioner  to  ])revail  on  their  obj(;ction. 
The  same  aj)j)lies  under  section 
3()7(d)(7)(B). 

Finallv,  PEE  points  to  Konnocott  dorp. 
V.  EPA.  084  E.2d  1007  (D.C.  Cir.  l‘)82) 
as  support  for  its  claim  that  EPA’s 
all(;ged  failure  to  com])ly  with  this 
statutory  j)rovision  .satisfies  the 
r(;(juirenu;nt.s  of  section  307(d)(8).  As 
noted  above,  this  .sanu;  claim  was 
r(;cently  r(;j(;ct(;d  in  Coalition  for 
Hosponsihio  Rogalation  v.  EPA,  084  F.3d 
at  124.  ll(;re,  PEk'  does  no  more  than 
de.scrihe  the  purpo.se  of  this  i)rovi.sion. 
with  no  showing  of  any  likelihood  of  an 


im])act  or  change  on  the  rulemaking.  As 
di.scu.ssed  above,  all  of  the  indications 
])oint  the  other  way  and  indicate  no 
such  likelihood,  even  if  one  assumes  a 
procedural  error  was  committ(;d. 

V.  (Conclusion 

'I'lu;  objections  or  claims  rai.sed  in 
PEF’s  p(;tition  could  have  b(;i;n 
pre.s(;nted  to  EPA  during  the  comment 
|)eriod  for  the  rulemaking,  and  the 
grounds  for  the  obj(;ction,s  did  not  arise 
after  the  ])eriod  for  ])ublic  comment  but 
within  the  time  specified  for  judicial 
revi(;w.  In  addition,  PEE  has  faih;d  to 
demonstrate  that  its  objection  ])rovide.s 
substantial  su])|)ort  for  the  argument 
that  the  promulgated  regulation  should 
be  revised  and  ther(;fore  has  failed  to 
demonstrate  that  its  objection  is  of 
central  relevance  to  the  outcome  of  the 
rulemaking.  Based  on  this,  EPA  is 
ilenying  the  reque.st  for  reconsideration. 

niit(!(l:  laiuiarv  14.  2013. 

Lisa  P.  lacksun. 

Administrator. 

II'K  Doc.  2013-0141.')  Mlod  1-24-13;  H:4.'‘)  ,im| 
BILLING  CODE  6560-50-P 

ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Parts  239  and  258 

[EP A-R01  -RCR A-201 2-0944;  FRL-9771  -6] 

Adequacy  of  Massachusetts  Municipal 
Solid  Waste  Landfill  Permit  Program 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Proposed  rule. 

SUMMARY:  EPA  Region  1  pro])o.ses  to 
apjirove  Massachusetts’s  modification  of 
its  approved  Municipal  Solid  Wa.ste 
Eandfill  Program.  On  Marc:h  22,  2()()4, 
EPA  issued  final  regulations  allowing 
research,  develojnnent,  and 
demonstration  (RD&D)  permits  to  be 
issued  to  certain  municiiial  solid  waste 
landfills  by  approved  states.  On 
December  7,  201 2  Massachusetts 
submitted  an  application  to  EPA  Region 
1  .seeking  Federal  aj)|)roval  of  its  RD&D 
recpiirements. 

DATES:  ('.omments  on  this  projiosed 
action  must  be  received  in  writing  on  or 
before  March  20,  201 3. 

ADDRESSES:  Submit  vour  comments, 
identified  bv  Docket' ID  No.  EPA-ROl- 
RC:RA-201  2-0944,  by  one  of  the 
following  methods: 

•  www.rogalations.gov.VoWow  the 
on-line  instructions  for  submitting 
comments. 

•  Entail:  IIsioh.jaiva@opa.aov. 

•  Eax:  (017)  918-0040,  to  the 
attention  of  Jniyu  Hsieh. 
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•  Mdil:  Send  written  comments  to 
Jnivn  Hsieh,  RCl^A  Waste  Management 
and  IJST  Section,  Office  of  .Site 
Remediation  and  Restoration  (OSRR()7- 
1),  ERA  New  luigland — Region  1, 5  I’o.st 
Office  Sciuare,  .Suite  lOO,  Boston,  MA 
021(H)-3‘)12 

•  / land  Ddlivdiy  or  Courior:  Deliver 
your  comments  to:  Juiyu  fisieh,  R(]RA 
Waste  Management  and  II.ST  .Section, 
Office  of  .Site  Restoration  and 
Remediation  (O.SRR()7-1),  EPA  New 
luigland — Region  1. 5  Post  Office 
.Scjiiare,  Suite  lOt),  Boston,  MA  02109- 
3912.  .Such  deliveries  are  only  accepted 
during  the  Office’s  normal  hours  of 
operation. 

For  detailed  instructions  on  how  to 
siihmit  comments,  please  .see  the  direct 
final  rule  which  is  lot;ated  in  the  Rules 
.section  of  this  Huleral  Register. 

FOR  FURTHER  INFORMATION  CONTACT: 

Juiyu  Hsieh  at  (017)  918-1040  or  by 
email  at  hsiol}.juiyii@oi)a.^o\’. 

SUPPLEMENTARY  INFORMATION:  In  the 
Rules  .section  of  this  Federal  Register, 
EPA  is  approving  Massachusetts’s 
Research  Develo])ment  and 
Dcunonstration  (RD&D)  ])ermit  program 
through  a  direct  final  rule  without  ])rior 
pro])o.sal  Ixicause  the  Agency  views  this 
as  a  noncontroversial  action  and 
anticipates  no  adverse  comments  to  this 
action.  Unless  we  get  written  adver.se 
comments  which  oppose  this  ap})roval 
during  the  comment  ])eriod,  the  direc;t 
final  rule  will  become  effective  on  the 
date  it  establishes,  and  we  will  not  take 
further  action  on  this  proposal.  If  EPA 
receives  adverse  comments,  the  direct 
final  rule  will  he  withdrawn  and  all 
])nblic  comments  received  will  be 
addressed  in  a  siib.secpient  final  rule. 
EPA  will  not  institute  a  second 
comment  period  on  this  action.  Any 
parties  interested  in  commenting  on  this 
action  should  do  so  at  this  time.  For 
additional  information,  see  the  direct 
rule  which  is  located  in  the  Rules 
.section  of  this  Federal  Register. 

I3al(!(l:  lanufiry  4.  201  :L 
Ira  W.  Leighton, 

Act  ill}’  Ucgional  Adininistralor.  EPA  New 
En}il(in(I.  Pegian  I. 

H'K  Doc.  2()i:i-()144()  Filed  1-24-13:  8:45  iim| 
BILLING  CODE  6560-50-P 


DEPARTMENT  OF  THE  INTERIOR 
Fish  and  Wildlife  Service 
50CFR  Part  17 

[Docket  No.  FWS-R2-ES-201 3-0002; 
4500030114] 

RIN  1018-AZ23 

Endangered  and  Threatened  Wildlife 
and  Plants;  Proposed  Designation  of 
Critical  Habitat  for  the  Zuni  Bluehead 
Sucker 

AGENCY:  Fish  and  Wildlife  .Service, 
Interior. 

ACTION:  Projiosed  rule. 

summary:  We,  the  l)..S.  Fish  and 
Wildlife  .Service,  propo.se  to  designate 
critical  habitat  for  the  Zuni  bluehead 
Slicker.  If  we  finalize  this  ride  as 
})ro])Osed,  it  would  extend  the  Act’s 
protections  to  this  subspecies’  critical 
habitat.  The  effect  of  these  regulations 
will  he  to  jirotect  the  Znni  bluehead 
sucker’s  habitat  under  the  Act. 

DATES:  We  will  accejit  comments 
received  or  po.stmarked  on  or  before 
March  2(i,  2013.  Uomments  submitted 
electronicallv  using  the  Federal 
(iRnlemaking  Portal  (see  ADDRESSES 
section,  below)  must  he  received  hv 
11:.59  ji.m.  Eastern  'I’inie  on  the  closing 
date.  We  must  receive  reipiests  for 
jiuhlic  hearings,  in  writing,  at  the 
address  shown  in  FOR  FURTHER 
INFORMATION  CONTACT  hv  March  1 1 , 

2013. 

ADDRESSES:  You  may  submit  comments 
by  one  of  the  following  methods: 

(1)  Eloctroniccdly:  Co  to  the  Federal 
eRulemaking  Portal:  http:// 
ww’w’.rogiihitions.gov.  In  the  .Search  box, 
enter  FVV.S-R2-E.S-201 3-0002,  which  is 
the  docket  nuniher  for  this  rulemaking. 
Tlien,  in  the  .Search  panel  on  the  left 
side  of  the  screen,  under  the  Document 
Ty|)e  heading,  click  on  the  Proposed 
Rules  link  to  locate  this  doenment.  You 
may  submit  a  comment  hv  clicking  on 
"Comment  Now!” 

(2)  Bv  hard  copy:  .Snhmit  hv  II. .S.  mail 
or  hand-delivery  to:  Public  Comments 
Processing,  Attn:  FW.S-R2-F.S-201 3- 
0002;  Division  of  Policy  and  Directives 
Management;  IJ..S.  Fish  and  Wildlife 
.Service;  4401  N.  Fairfax  Drive,  MS 
2042-PDM:  Arlington,  VA  22203. 

We  rixpiest  that  yon  send  comments 
only  by  the  methods  described  above. 
We  will  post  all  comments  on  http:// 
ww’w. ragidations.gov.  This  generally 
means  that  we  will  post  any  personal 
information  von  provide  ns  (see  the 
Public  Comments  section  below  for 
more  information). 


Tlie  coordinates  or  plot  points  or  lioth 
from  which  the  critical  habitat  maps  are 
generated  are  included  in  the 
administrative  record  for  this 
rulemaking  and  are  available  at  http:// 
www.fws.gov/soathw’ast/as/NaivMaxico/, 
http:// WWW. ragulations.gov  at  Docket 
No.  FW.S-R2-F.S-2()13-()()()2.  and  at  the 
New  Mexico  Ecological  .Services  Field 
Office  (see  FOR  FURTHER  INFORMATION 
CONTACT).  Any  additional  tools  or 
supporting  information  that  we  may 
develop  for  this  rulemaking  will  also  he 
available  at  tlie  Fish  and  \Vildlife 
.Service  Web  site  and  F’ield  Office  .set  out 
above,  and  may  also  he  included  in  the 
preamble  and/or  at 
www.ragnIations.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Wally  “I”  Murphy,  Field  Supervisor, 

IJ..S.  Fish  and  Wildlife  .Service,  New 
Mexico  Ecological  Services  Field  Office. 
2105  Osuna  NE.,  Albuiiuenjiie,  NM 
87113,  hv  telephone  50.5-340-2525  or 
hv  facsimile  50.5-340-2.542.  Persons 
who  u.se  a  telecommunications  device 
for  the  deaf  (TDD)  may  call  the  Federal 
Information  Relav  .Service  (FIR.S)  at 
800-877-8339. 

SUPPLEMENTARY  INFORMATION: 

Executive  Summary 

Why  we  need  to  |nihli.sh  a  ride.  Under 
the  Act.  once  a  species  is  determined  to 
he  an  endangered  or  threatened  sjiecies 
throughout  all  or  a  significant  portion  of 
its  range,  we  are  reipiired  to  promptly 
publish  a  jiroposal  in  the  Federal 
Register  and  make  a  deierniination  on 
our  proposal  within  1  year. 

Additionally,  critical  habitat  shall  he 
designated,  to  the  maximum  extent 
jirndent  and  determinable,  for  any 
species  determined  to  he  an  endangered 
or  threatened  sjiecies  under  the  Act. 
Designations  and  revisions  of  critical 
habitat  can  only  he  comjileted  by 
issuing  a  rule.  Elsewhere  in  today’s 
F’ederal  Register,  we  jirojio.se  to  list  the 
Zuni  bluehead  sucker  as  an  endangered 
sjiecie.s  under  the  Act. 

This  rule  con.sists  of:  A  jirojiosed  rule 
for  designation  of  critical  habitat  for  the 
Zuni  bluehead  sucker.  'Fhe  Zuni 
hlnehead  sucker  has  been  projiosed  for 
listing  under  the  Act.  This  rule  jirojioses 
designation  of  critical  habitat  necessary 
for  the  con.servation  of  the  sjiecies. 

The  basis  for  onr  action.  Under  the 
Act,  when  a  sjiecies  is  jirojiosed  for 
listing,  to  the  maximum  extent  jirudent 
and  determi liable,  we  must  designate 
critical  habitat  for  the  sjiecies.  The 
sjiecies  has  been  jirojiosed  for  listing  as 
endangered,  and  therefore,  we  also 
jirojiose  to  designate  ajijiroximately  472 
km  (293  mi)  of  stream  habitat  as  critical 
habitat  in  Ajiache  County,  Arizona,  and 
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Cibola,  McKinley,  and  San  )uan 
Counties,  New  Mexico,  and  on  the 
Navajo  Indian  Reservation. 

We  will  secik  peer  review.  \V(!  are 
seeking  comments  lioin  knowledgeable 
individuals  with  scientific  ex])ertise  to 
review  our  analysis  of  the  best  available 
sci(mce  and  application  of  that  science 
and  to  provide  any  additional  .scientific 
information  to  improve  this  propo.sed 
rule.  Because  we  will  consider  all 
comments  and  information  received 
during  the  comment  ])eriod.  our  final 
ileterminations  may  differ  from  this 
propo.sal. 

Information  Requested 

We  intend  that  any  final  action 
resulting  from  this  j)ropo.sed  rule  will  he 
based  on  the  best  scientific  and 
commercial  data  available  and  he  as 
accurate  and  as  effective  as  possible. 
Therefore,  we  recjuest  comments  or 
information  from  the  public,  other 
concerned  governmental  agencies. 

Native  American  tribes,  the  scientific 
community,  industry,  or  any  other 
interested  |)arties  concerning  this 
|)roj)o.sed  rule.  We  particnlarlv  .seek 
comments  conc(;rning: 

(1)  The  reasons  why  we  should  or 
should  not  designate  habitat  as  “critical 
habitat”  under  section  4  of  the  Act  (l(i 
ll.S.C.  1.531  e/ .se</.),  including  whether 
there  are  threats  to  tin;  sp(!cies  from 
human  activity,  the  clegree  of  which  can 
he  ex])ected  to  increa.se  due  to  the 
designation,  and  whether  that  increase 
in  threats  outweighs  the  himefit  of 
designation  such  that  the  designation  of 
critical  habitat  is  not  prudent. 

(2)  Specific  information  on: 

(a)  'file  amount  and  distribution  of  the 
Znni  hluehead  sucker  and  its  habitat; 

(h)  What  may  con.stitute  "])hysical  or 
biological  features  e.s.sential  to  the 
conservation  of  the  species,”  within  the 
g(!Ograj)hical  range  currently  occujjied 
by  the  species: 

(c)  When;  th(;.se  features  are  c;nrrently 
found; 

(d)  Whether  any  of  these  features  may 
r(;(piire  s])ecial  management 
considerations  or  j)rotection; 

(e)  What  areas,  that  were  occupied  at 
the  time  of  listing  (or  are  currently 
(M:cnpied]  and  that  contain  features 
essential  to  the  con.servation  of  the 
species,  should  lx;  included  in  the 
designation  and  why:  and 

(f)  What  areas  not  occupied  at  the 
time  of  listing  are  essential  for  the 
conservation  of  the  species  and  why. 

(3)  Land  use  designations  and  current 
or  |)lann(;d  activities  in  the  areas 
occuj)ied  by  the  s])ecies  or  projjosed  to 
1m;  designated  as  critical  habitat,  and 
possible  impacts  ofthe.se  activities  on 


this  species  and  pro])osed  critical 
habitat. 

(4)  Information  on  the  project(;d  and 
reasonably  likely  iinjiacts  of  climate 
change  on  the  Znni  hluehead  sucker  and 
propo.sed  critical  habitat. 

(5)  Any  foreseeable  economic, 
national  security,  or  other  r(;levant 
impacts  that  may  result  from 
designating  any  area  that  may  he 
included  in  the  final  designation.  We 
are  particidarly  intere.sted  in  any 
impacts  on  small  entities,  and  the 
benefits  of  including  or  excluding  areas 
from  the  ])ro])osed  designation  that  are 
subject  to  these  im|)act.s. 

(())  Whether  our  apjjroach  to 
designating  critical  habitat  coidd  he; 
improved  or  modified  in  any  wav  to 
l)rovide  for  greater  public  participation 
and  understanding,  or  to  assist  us  in 
accommodating  public  concerns  and 
comments. 

(7)  The  likelihood  of  adverse  social 
reactions  to  the  designation  of  critical 
habitat  and  how  the  cons(;(juences  of 
such  reactions,  if  likelv  to  oi:cur,  would 
relate  to  the  con.servation  and  regulatory 
benefits  of  the  proposed  critical  habitat 
designation. 

Please  include  sufficient  information 
with  your  submission  (such  as  scientific 
journal  articles  or  other  |)uhlic:ations)  to 
allow  us  to  verify  any  .sci(;ntific  or 
commercial  information  you  incliuh;. 

Plea.se  not(;  that  submissions  merely 
stating  support  for  or  o])])o,sitic)n  to  the 
action  under  consideration  without 
jjroviding  supporting  information, 
although  noted,  will  not  he  consider(;d 
in  making  a  determination,  as  section 
4(h)(1)(A)  of  the  Act  directs  that 
determinations  as  to  whether  any 
species  is  a  threatened  or  endangered 
species  must  he  made  “.solely  on  the 
basis  of  the  best  scientific  and 
commercial  data  available.” 

You  may  submit  your  comments  and 
materials  concerning  this  j}ropo.sed  rule 
by  one  of  the  metht)ds  li.sted  in  the 
ADDRESSES  section.  We  recpiest  that  yon 
send  comments  only  by  the  methods 
described  in  the  ADDRESSES  .section. 

If  you  submit  information  via  http:// 
\\’\\'\\’.ivgiil(itions.*’ov,  your  (;ntire 
submission — including  any  personal 
identifying  information — will  he  posted 
on  tin;  W(;h  site.  If  your  suhmi.ssion  is 
made  via  a  hardcojiy  that  includes 
j)er.sonal  identifying  information,  you 
may  recpiest  at  tlie  top  of  your  document 
that  we  withhold  this  information  from 
public  review.  However,  we  cannot 
guarantee;  that  we  will  he  able  to  do  .so. 
We  will  ])o.st  all  hardcojey  submissions 
on  http://\\’\v\v.r(igiiI(itions.gov.  Please 
include  sufficient  information  with  your 
comm(;nt.s  to  allow  ns  to  verify  any 


scientific  or  commercial  information 
you  include. 

(Comments  and  materials  we  receive, 
as  well  as  sup]K)rting  documentation  we 
used  in  |)r(;|)aring  this  jeroposed  rule, 
will  he  available  for  ])uhlic  in.s])(;ction 
on  htt])://\v\v\\  . ivguUitions.gov.  or  by 
a])])ointment,  during  normal  business 
hours,  at  the  IJ.S.  Fish  and  Wildlife 
S(;rvic(;,  New  Mexico  Ecological 
.Services  Field  Office  (see  FOR  FURTHER 
INFORMATION  CONTACT). 

Previous  Federal  Actions 

All  })r(;viou.s  Federal  actions  are 
described  in  the  pro])osal  to  list  the 
Znni  hluehead  sucker  as  an  endangered 
species  under  the  y\ct  published 
eksewhere  in  today’s  Federal  Register. 

Critical  Habitat  Designation  for  the 
Ziini  Bluehead  Sucker 

Background 

Critical  habitat  is  defined  in  .section  3 
of  the  Ac:t  as: 

(1)  The  specific  areas  within  the 
geographical  area  occupied  by  the 
sjjecies,  at  the  time  it  is  listed  in 
accordance  with  the  Act.  on  which  are 
found  those  physical  or  biological 
featnr(;s: 

(a)  Essential  to  the  con.servation  of  the 
s])ecies,  and 

(h)  Which  may  n;(iuire  special 
management  consid(;ration.s  or 
protection;  and 

(2)  .S])ecific  areas  outside  the 
geogra])hic:al  ar(;a  (M:cupied  hv  the 
species  at  the  time  it  is  listed,  u])on  a 
determination  that  such  areas  are 
essential  for  the  con.servation  of  the 
species. 

Con.servation,  as  defined  under 
.set:tion  3  of  the  Act,  means  to  use  and 
the  use  of  all  methods  and  ))rocedure.s 
that  arc;  nec(;.s.sarv  to  bring  an 
endangered  or  threatened  species  to  the 
jKnnt  at  which  the  measures  provided 
])ur.suant  to  the  Act  are  no  longer 
necessarv.  .Such  methods  and 
l)roc:edures  include,  hut  are  not  limited 
to,  all  activities  associated  with 
.scientific  resources  management  such  as 
r(;.search,  census,  law  enforcement, 
habitat  accpiisition  and  maintenance, 
projiagation,  live  tra])ping,  and 
transplantation,  and,  in  the 
extraordinary  case  where  population 
Ijre.ssures  within  a  given  ecosystem 
cannot  he  otherwi.se  relieved,  may 
include  regulated  taking. 

Critical  habitat  receives  protection 
under  section  7  of  the  Act  through  the 
recpiirement  that  Federal  agencies 
ensure,  in  consultation  with  the  .Service, 
that  any  action  they  authorize,  fund,  or 
carry  out  is  not  likely  to  re.sult  in  the 
destruction  or  adverse  modification  of 
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critical  habitat.  The  designation  of 
critical  habitat  does  not  affect  land 
ownership  or  establish  a  refuge, 
wilderness,  res(!rve,  pre.serve,  or  other 
conservation  area.  Such  designation 
does  not  allow  the  government  or  public 
to  access  jirivate  lands.  Such 
designation  does  not  re(|uire 
iinjdeinentation  of  restoration,  recoverv, 
or  enhancement  measures  by  non- 
h’ederal  landowners.  Where  a  landowner 
r(!(|uests  F(!deral  agency  funding  or 
authorization  for  an  action  that  mav 
affei:t  a  listed  species  or  caitical  habitat, 
the  consultation  reepnrements  of  .section 
7(a)(2)  of  the  Act  would  apply,  hut  even 
in  the  event  of  a  destruction  or  adverse 
modification  finding,  the  obligation  of 
the  Federal  action  agency  and  the 
landowner  is  not  to  restore  or  recover 
the  s])ecies,  hut  to  implement 
rea.sonahle  and  prudent  alternatives  to 
avoid  destruction  or  adverse 
modification  of  critical  habitat. 

Under  the  fir.st  ju’ong  of  the  Act’s 
definition  of  critical  habitat,  areas 
within  the  geograjihical  area  occupied 
by  the  species  at  the  time  it  was  listcul 
are  included  in  a  critical  habitat 
designation  if  thev  contain  ])hvsical  or 
biological  features  (1)  es.sential  to  the 
conservation  of  the  species,  and  (2) 
which  may  require  s])ecial  management 
considerations  or  j)rotection.  h’or  these 
areas,  critical  habitat  designations 
identify,  to  the  extent  known  using  the 
best  scientific  and  commercial  data 
available,  those  physical  or  biological 
features  es.sential  to  the  con.servation  of 
the  sjjecies  (such  as  s])ace.  food,  cover, 
and  protected  habitat).  In  identifying 
those  physical  or  hiologii;al  features 
within  an  area,  we  focus  on  the 
])rincipal  l)iologic;al  or  ])hvsical 
constituent  elements  (primary 
constituent  elements  such  as  roost  sites, 
nesting  grounds,  seasonal  wetlands, 
water  quality,  tide,  soil  type)  that  are 
es.sential  to  the  conservation  of  the 
species.  Primary  constituent  elements 
are  those  specific  elements  of  the 
physical  or  biological  features  that 
provide  for  a  sjiecies’  life-history 
processes  and  are  essimtial  to  the 
con.servation  of  the  .s])ecies. 

Under  the  second  prong  of  the  Act’s 
definition  of  critical  habitat,  we  can 
designate  critical  habitat  in  areas 
outside  the  geographic  area  occupied  by 
the  species  at  the  time  it  is  listed,  upon 
a  determination  that  such  areas  are 
essential  for  the  con.servation  of  the 
sjjecies.  For  example,  an  area  currently 
occujjied  by  the  species  hut  that  was  not 
occiqhed  at  the  time  of  listing  may  he 
essential  to  the  conservation  of  the 
species  and  may  he  included  in  the 
critical  habitat  designation.  We 
designate  critical  habitat  in  areas 


outside  the  geograj)hic  area  occupied  hv 
a  species  only  when  a  designation 
limit(!d  to  its  range  would  he  inadecjuate 
to  ensure  the  con.servation  of  the 
.s])ecie.s. 

Section  4  of  the  Act  retinires  that  we 
designate  critical  habitat  on  the  basis  of 
the  best  scientific  data  available. 

Ihirther,  our  Policy  on  Information 
Standards  Under  the  Fndangered 
Si)ecie.s  Act  (i)nl)li.shed  in  the  Federal 
Register  on  July  1.  l‘H)4  (.59  FR  34271)), 
the  Information  Quality  Act  (section  51.5 
of  the  Treasury  and  Ueneral 
Government  Aj)proj)riations  Act  for 
Fiscal  Year  2001  (Pnh.  L.  100-554;  11. R. 
5058)),  and  our  associated  Information 
Quality  Guidelines,  provide  criteria, 
establish  proc;ednr(;.s,  and  i)rovide 
gindance  to  ensure  that  our  dcicisions 
are  based  on  the  best  scientific  data 
available.  They  rcHpiire  our  biologists,  to 
the  extent  consi.stcait  with  the  Act  and 
with  the  use  of  the  best  scicmtific  data 
available,  to  u.se  j)rimary  and  original 
sourccxs  of  information  as  the  basis  for 
rcK:ommc:ndation.s  to  designate  critical 
habitat. 

When  we  are  detca  niining  which  areas 
should  he;  clc;signated  as  c:ritic;al  habitat, 
onr  primary  sonrex;  of  information  is 
generally  the  information  clevc;lc)pc:cl 
during  the  listing  prc)c:ess  for  the 
s])c;cie.s.  Additional  information  sourc:es 
may  inednde  the  rc;c:c)very  j)lan  for  the 
.spc;c:ic;s.  artiedes  in  ])eer-rc:vic;wc;cl 
journals,  con.servation  j)lans  developed 
by  Slatc;.s  and  counties,  scientific:  status 
surveys  and  stnclicjs,  hiologic;al 
asse.ssments,  other  unpublished 
materials,  or  c;xpert.s’  opinions  or 
personal  knowledge. 

Habitat  is  dynamic,  and  speciicxs  may 
move  from  one  arc;a  to  another  over 
time.  Glimate  change  will  he  a  particular 
c;hallenge  for  biodiversity  hc:canse  the 
interac:tion  of  additional  stressors 
a.s.soc;iatecl  with  c:limate  c:hange  and 
c;urrent  stre.ssors  may  })u.sh  spec:ies 
l)c;yoncl  their  ability  to  survive  (Lovcqov 
2()().5,  pp.  325-32(j).  'rhe  .synergi.stic; 
imi)lic:atic)ns  of  c;limate  c:hange  and 
habitat  fragmentation  are  the  mo.st 
threatening  fac:et  of  c:limate  c:hange  for 
biodiversity  (Hannah  and  Lovejov  2005, 
p.  4).  Gnrrent  c.limate  c:hange 
predictions  for  tc;rrc;.strial  areas  in  the 
Northern  Hc;misphc;re  indicate  warmer 
air  tcanpc;raturc;.s,  more  intense 
j)rc;cipitatic)n  evcaits,  and  inc:rea.secl 
summer  c:ontinental  clrving  (Field  et  al. 
1099,  pp.  1-3;  Hayhoe  e/  al.  2004.  p. 
12422;  Gayan  et  al.  2005,  j).  0; 
Intergovcanmental  Panel  on  (ilimate 
Ghange  (IPGG)  2007,  ]).  1181).  Climate 
c:hange  may  lead  to  inc;reasecl  frecjnenc;y 
and  duration  of  sewere  storms  and 
droughts  (Gollaclay  at  al.  2004,  j).  504; 


Mc:Laughlin  at  al.  2002,  p.  0074;  Gook 
at  al.  2004,  p.  1015). 

We  rc;c:ognize  that  critic:al  habitat 
designated  at  a  partic:ular  point  in  time 
may  not  inc;lucle  all  of  the  habitat  areas 
that  we  may  later  clc;termine  are 
nec:c;.ssarv  for  the  rc;c:overv  of  the 
.spc!c:ies.  For  the.se  rc;a.sc)n.s,  a  critic.al 
habitat  clc;.signatic)n  cloc;.s  not  signal  that 
habitat  outside  the  dc;signatecl  arc;a  is 
nnim])C)rtant  or  may  not  be  nc;eclecl  for 
rc;c:c)verv  of  the  spc;c:ic;.s.  Arc;as  that  are 
important  to  the  conscirvation  of  the 
species,  both  inside  and  outside  the 
c:ritic;al  habitat  clc;signation,  will 
c:ontinue  to  he  snhjc;c:t  to:  (1) 
Conservation  actions  implc;mentecl 
under  .sccction  7(a)(1)  of  the  Act,  (2) 
rc;gulatc)ry  protc;c:tions  afforded  by  the 
reciuircanent  in  .sec:tion  7(a)(2)  of  the  Act 
for  Fc;cleral  agc;ncie.s  to  ensure  their 
ac;tic)n.s  are  not  likely  to  jc;oparclize  the 
c:ontinnecl  c;xistenc:e  of  any  c;nclangc;red 
or  thrc;atenecl  spec:ies,  and  (3)  sc:c;tion  9 
of  the  Ac;t’s  jirohihitions  on  taking  any 
individual  of  the  .spec;ic;.s.  inc;lucling 
taking  caused  by  ac:tions  that  affect 
habitat.  Federally  funclc;cl  or  permittc:d 
projects  affc;c:ting  listed  sj)c;cies  outside 
their  clc;.signatc;cl  c:ritic:al  habitat  arc;a.s 
may  .still  result  in  jec)j)arcly  findings  in 
some  c:a.sc;s.  Thc;.se  protec:tions  and 
cionservation  tools  will  continue  to 
c:c)ntrihute  to  rc;cc)very  of  this  .spec;ic;s. 
Similarly,  critic:al  habitat  clc:.signation.s 
made  on  the  basis  of  the  hc;st  available 
information  at  the  time  of  clc;.signatic)n 
will  not  c.'ontrol  the  direc;tion  and 
snhstanc:e  of  future  rc;c:overv  jdans. 
habitat  con.servation  j^lans  (IKiPs),  or 
oth(;r  s))ec;ie.s  c:onservatic)n  planning 
efforts  if  new  information  available  at 
the  time  of  these  jjlanning  efforts  c;alls 
for  a  clifferc;nt  outcome. 

Pru  (I an  ay  Datanni na  tion 

Sc;c:tion  4(a)(3)  of  the  Ac:t,  as 
amended,  and  implc;mc;nting  regulations 
(50  GFR  424.12),  require  that,  to  the 
maximum  extent  prudcait  and 
clc:tc;rminahle,  the  Sc;c:retary  designate 
c:ritic;al  habitat  at  the  time  the  specic;.s  is 
determined  to  he;  an  endangered  or 
threatened  .spc;c:ie.s.  Our  rc;gnlation.s  (50 
GFR  424.12(a)(1))  .state  that  the 
designation  ofc:ritical  habitat  is  not 
prudent  when  one  or  both  of  the 
following  situations  exist;  (1)  The 
.spc;c;ic;.s  is  thrc;atenc;cl  by  taking  or  other 
hnman  activity,  and  iclc;ntific:atic)n  of 
c;ritic;al  habitat  c:an  be  c;xpc;c:tc;cl  to 
inc:rc;a.sc;  the  clc;grec;  of  thrc;at  to  the 
.spc;cic;,s,  or  (2)  such  cic;.signation  of 
c:ritic:al  habitat  woidcl  not  he;  henc;fic;i<d 
to  the  s])c;cic;.s. 

Thc;rc;  is  c:nrrc;ntly  no  immediate 
thrc;at  of  take  attributed  to  c;c)llc;ction  or 
vandalism  unclc;r  Factor  13  for  this 
spc;cic;.s,  and  iclentific:atic)n  and  majjping 


5354 


Federal  Register/ Yol.  7H,  No.  17 /Friday,  )aiuiary  25,  2013  / Froj)osed  Rules 


of  critical  habitat  is  not  (;x])(!ct(;(l  to 
initiate  any  such  threat.  In  the  ah.sence 
of  finding  that  the  designation  of  critical 
habitat  would  increase  threats  to  a 
species,  if  there  are  any  benefits  to  a 
critical  habitat  designation,  then  a 
|)rudent  finding  is  warranted.  Hen;,  the 
|)otential  benefits  of  designation 
include:  (1)  Triggering  consultation 
under  .section  7  of  the  Act.  in  new  areas 
for  actions  in  which  there  may  he  a 
Federal  nexus  where  it  would  not 
otherwi.se  occur  hecau.se,  for  example,  it 
is  or  has  become  unoccuj)ied  or  the 
(M;cu])ancy  is  in  (lue.stion:  (2)  focusing 
conservation  activities  on  the  most 
essential  features  ami  areas:  (3) 
jmn'iding  educational  benefits  to  State 
or  county  governments  or  ])rivate 
entities:  and  (4)  preventing  people  from 
causing  inadvertent  harm  to  the  s])ecies. 
Therefore,  because  we  have;  deten  mined 
that  the  designation  of  critical  habitat 
will  not  likely  increase  the  degree  of 
threat  to  the  si)ecies  and  may  provide 
.some  measure  of  benefit,  we  find  that 
designation  of  critical  habitat  is  j)rud(!nt 
for  the  Zuni  hlnehead  sucker. 

Critical  Habitat  Dctcrminahility 

Having  determined  that  designation  is 
prudent,  under  section  4{a)(,'l)  of  the 
Act,  we  must  find  whether  critical 
habitat  for  the  Zuni  hlnehead  sucker  is 
determinahle.  Our  regulations  at  50  OFK 
424.12(a)(2)  state  that  critical  habitat  is 
not  d(!terminahle  when  one  or  both  of 
the  following  situations  exist: 

(i)  Information  sufficient  to  ])erform 
rcupiired  analyses  of  the  imj)acts  of  the 
designation  is  lacking,  or 

(ii)  The  biological  needs  of  tin;  species 
are  not  sufficiently  well  known  to 
j)ermit  identification  of  an  area  as 
critical  habitat. 

When  critical  habitat  is  not 
determinahle.  the  Act  allows  the  Service 
an  additional  year  to  j)ul)lish  a  critical 
habitat  designation  (l(i  IJ.S.Ci. 
1533(h)((i)(C)(ii)). 

\\h;  reviewed  the  available 
information  ])ertaining  to  the  biological 
needs  of  the  species  and  habitat 
characteristics  where  the  species  is 
located.  This  and  other  information 
rejjresent  the  best  scientific  data 
available  and  led  us  to  conclude  that  the 
designation  of  critical  habitat  is 
determinahle  for  the  Zuni  hlnehead 
sucker. 

Physical  nr  Piolo}>icaI  Feat  a  res 

In  accordance  with  section  3(5)(A)(i) 
and  4(h)(1)(A)  of  the  Act  and  regulations 
at  50  (3'’R  424.12,  in  determining  which 
areas  within  the  gef)gra])hic  ania 
occupied  by  the  species  at  the  time  of 
listing  to  designate  as  critical  habitat, 
we  consider  the  physical  or  biological 


features  that  are  e.ssential  to  the 
conservation  of  the  species  and  which 
may  re()uire  special  management 
considerations  or  protection.  These 
include,  hut  are  not  limited  to: 

(1)  Space  for  individual  and 
])oj)ulation  growth  and  for  normal 
l)ehavior: 

(2)  I’ood,  water,  air,  light,  minerals,  or 
other  nutritional  or  ])hvsiological 
requirements; 

(3)  (k)ver  or  shelter; 

(4)  Sites  for  breeding,  reproduction,  or 
rearing  (or  develoj)ment)  of  offspring; 
and 

(5)  Habitats  that  are  ])rotect(!d  from 
disturhance  or  are  represtiiitative  of  the 
historical,  geograjjhic,  and  ecological 
(listrihutions  of  a  species. 

We  derive  the  specific  |)hysical  or 
biological  features  reejuired  for  the  Zuni 
hlnehead  sucker  from  .studies  of  this 
species'  habitat,  ecology,  and  life  history 
as  de.scrihed  below.  Habitat  needs  for 
specific  life  stages  for  Zuni  hlnehead 
sucker  have  not  been  de.scrihed; 
therefore,  wlnm  necessary  we  will  ndy 
on  information  available  for  the 
l)lueh(;ad  sucker,  which  is  closely 
related  to  the  Zuni  hlueheatl  sucker. 

Space  for  Individual  and  Po})ulation 
(Jrowlh  and  for  Normal  Hehavior 

Zuni  hlnehead  sucker  occur  in  stream 
habitats  with  abundant  .shade  from 
overhanging  vegiitation  and  boulders,  in 
pools,  runs,  and  riffles  with  water 
velocities  ranging  from  0  to  0.35  m/.sec 
(1.15  ft/sec)  or  less  and  ranging  in  depth 
from  0. 2-2.0  m  (7.9-78.7  in)  (Hanson 
1980,  pj).  34.  42;  Fro]).st  and  Hobbes 
1990.  pp.  13,  10;  Gilbert  and  Carmen 
2011,  pp.  8-10).  Shade  provided  by  the 
overhanging  vegetation  curtails  water 
temperature  fluctuations  in  small, 
headwater  streams,  such  as  those 
occupieil  by  Zuni  hlnehead  sucker 
(Whitledge  et  al.  2000,  p.  1401). 
Substrate  in  Zuni  hlnehead  sucker 
habitat  ranges  from  silt  and  pebbles  to 
cobbles,  boulders,  and  bedrock  (Hanson 
1980,  pp.  34,  42;  Frop.st  and  Hobbes 
1990,  ])p.  13,  10;  Gilbert  and  Garmen 
2011.  ])p.  8-10;  NMDGF  2012).  Glean 
substrate,  such  as  gravel  and  coarse 
sand,  free  of  silt,  is  necessary  for 
s])awning  and  egg  development 
(Maddux  and  Kejjiier  1988,  p.  304). 
Excessive  levels  of  silt  can  inhibit  egg 
and  juvenile  fi.sh  development  through 
the  clogging  of  the  small  spaces  between 
substrate  i)articles,  which  ])revents  the 
free  ilow  of  oxygenatcul  water. 
Additionally,  siltation  can  ixxluce  the 
suitability  of  the  habitat  for  jjrey 
organisms,  juvenile  hlnehead  sucken' 
have  been  found  nearshore  in  slow(!r 
and  shallowcn'  habitats,  then  moving  out 
into  d(!eper  water  and  faster  llowing 


habitat  as  thev  age  (G.hilds  et  al.  1998, 
p.  024). 

Water  temperatures  in  occupied 
habitats  in  New  M(!xico  hav(!  ranged 
from  9.9  to  25.2  degrees  Celsius  (°G) 

(49.8  to  77.3  degrees  Fahrenheit  (°F)) 
during  survey  efforts  (Fro])st  et  al.  2001, 
p.  103;  Gilbert  and  Garmen  2011,  ])j).  8- 
10).  Year-round  data  loggers  have 
recorded  temperatures  as  low  as  —  3.2°(i 
(24.3  °F)  and  as  high  as  24.1  °G  (75.3  °F) 
(Gilbert  and  Garmen  2011,  ])]).  8-10). 

Therefore,  based  on  the  information 
above,  we  identify  the  following  habitat 
jjarameters  as  tin;  physical  or  biological 
features  for  the  Zuni  hlnehead  sucker; 

•  A  variety  of  stream  habitats, 
including  riffles,  runs,  and  ])ool.s.  with 
appropriate  flows  and  substrates,  with 
low  to  moderate  amounts  of  fine 
.sediment  and  substrate  embeddedness, 
as  maintained  by  natural,  unregulated 
flow  that  allows  for  periodic  flooding  or, 
if  flows  are  modified  or  regulated,  flow 
patterns  that  allow  the  river  to  mimic 
natural  functions,  sut;h  as  flows  capable 
of  trans])orting  sediment. 

Food.  Water,  Air,  Light.  Minerals,  or 
Other  Nutritional  or  Fhysiological 
Reciuirements 

Food.  The  Zuni  hlnehead  sucker  is  a 
l)(mthic  forager  (eats  food  from  the 
.stream  bottom)  that  scrapes  algae, 
insects,  and  other  organic  and  inorganic 
material  from  the  surface  of  rocks 
(NMDGF  2004,  j).  8).  Stomach  content 
analysis  of  Zuni  hlnehead  suckers 
revealed  small  ])articulate  organic 
matter,  including  detritus  (nonliving 
organic  material),  algae,  small  midge 
(two-winged  fly)  larvae,  caddisfly 
larvae,  mayfly  larvae,  flatworms,  and 
the  oc:ca.sional  small  terrestrial  insects 
(Smith  and  Koehn  1979,  p.  38).  In 
addition.  Smith  and  Koehn  (1979,  p.  38) 
akso  found  fi.sh  .scales,  snails,  and  insect 
eggs  in  Zuni  hlnehead  sucker  stomachs. 

The  primary  .source  of  food  for  Zuni 
hlnehead  sucker  is  ])eri])hvtic  algae 
(algae  attached  to  rocks),  which  occurs 
mainly  on  cobble,  boulder,  and  bedrock 
substrates  with  clean  flowing  water. 

Diet  preferences  have  h(;en  (l(!scrihed  for 
adults,  hut  not  for  the  remaining  life 
.stages  of  Zuni  hlueheail  sucker.  Larval 
hlnehead  suckers  (<25  mm  (a])prox.l  in) 
total  length)  feed  on  diatoms  (a  type  of 
algae),  zoo])lankton  (small  floating  or 
swimming  organisms  that  drift  with 
water  currents),  and  dipteran  larvae 
(true  fly  larvae)  in  stnjam  areas  with  low 
velocity  or  in  backwater  habitats  (Muth 
and  Snyder  1995,  p.  100).  (uvenile  and 
adult  hlnehead  sucker  an;  reported 
primarily  to  eat  a  variety  of  inorganic 
material,  organic  material,  ami  bottom- 
dwelling  insects  and  other  small 
organisms  (Ghilds  et  al.  1998,  p.  625; 
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Osniundson  1999,  ]).  28;  Brooks  e/  (il. 
2()()(),  pp.  (i(i-(i9). 

A(|uati(:  invertebrates  are  another 
important  (:om])onent  of  tlie  Znni 
l)lnehead  sucker  diet.  These  acpiatic 
invertel)rates  have  specific  hal)itat 
recinireinents  of  their  own.  Both 
caddisilies  and  mayflies  occur  ])rimarily 
in  a  wide  variety  of  standing  and 
running-water  hal)itats  with  tlie  greatest 
diversity  h(!ing  found  in  rocky-hottom 
.streams  with  an  ahimdance  of  oxygen 
(Merritt  and  Cummins  199(5.  pj).  12(i. 

309).  (Caddisilies  and  mayflies  feed  on  a 
variety  of  detritus,  algae,  diatoms,  and 
macrophytes  (acjuatic  plants)  (Merritt 
and  Cummins  1990,  pp.  120,  309). 

Habitat  that  consists  of  rocky  bottoms 
with  perij)hytic  algal  growth  is  not  only 
important  to  sustain  acjuatic  invertebrate 
populations  (a  Znni  hlnehead  sucker 
food  source),  hut  also  serves  as  a 
primary  food  resource  of  the  Znni 
l)luehead  sucker. 

Wator.  As  a  purely  acpiatic  sjjecies, 

Zuni  hlnehead  sucker  is  entiindy 
depcuuhmt  on  stream  habitat  for  all 
.stages  of  their  life  cycle.  'I'lierefore, 
penmnial  flows  are  an  essential  feature 
with  apj)ropriate  seasonal  flows  to 
maintain  habitat  conditions  that  remove 
excess  sediments.  Areas  with 
intermittent  flows  may  serve  as 
connective  corridors  h(;tween  occupied 
or  seasonally  ocxaijiied  habitat  through 
which  the  species  may  move  when  the 
habitat  is  welted. 

There  is  very  little  information  on 
water  quality  requirements  for  Zuni 
hlnehead  sucker.  However,  excessive 
.sedimentation  is  the  primary  threat  to 
water  (jnalily  for  the  Zuni  hlnehead 
sucker  (as  discus.sed  above),  primarily 
due  to  its  effects  on  reproduction  and 
food  resources.  Turbidity  (sediment 
suspended  in  the  water  column)  can 
inhibit  algae  production  through 
reducing  sunlight  i)enetration  into  the 
water. 

Therefore,  based  on  the  information 
above,  we  identify  the  following  prev 
ha.se  and  water  quality  characteri.stics  as 
phy.sic:al  or  biological  hiatures  for  the 
Zuni  hlnehead  sucker: 

•  An  abundant  source  of  algae 
])roduction  and  an  acpiatic  insect  food 
base  c:on.sisting  of  caddisflies,  mavflies, 
midges,  and  various  terrestrial  insec:t.s: 

•  Streams  with  no  harmful  levels  of 
pollutants; 

•  Areas  devoid  of  sediment 
deposition; 

•  I’erennial  flows,  or  interrupted 
stream  courses  that  are  perioclicallv 
dewatered  hut  that  serve  as  c:onnective 
c:orridc)rs  between  oc:c;npied  or 
.seasonally  oc:cn])ied  habitat  and  through 
whic:h  the  .spec:ies  may  move  when  the 
habitat  is  wetted; 


•  Dynamic  flows  that  allow  for 
jieriodic  changes  in  channel 
morphology. 

Cover  or  Shelter 

Cover  from  predation  mav  he  in  the 
form  of  deep  water  or  physic:al 
structure.  Very  little  is  known  about 
habitat  parameters  specifically  relating 
to  c:over  for  Znni  bluehead  sucker. 
However,  during  surveys.  Zuui 
bluehead  sucker  have  been  found  in 
shaded  |)C)ol.s  and  near  boulder 
outcrops,  which  may  be  used  for  cover 
(Kitc;heyan  2012,  pers.  comm.). 
Additionally,  mature  bluehead  suc:ker 
are  found  in  deeper  water  than  larvae 
and  in  habitats  with  le.ss  woodv  c:over 
than  younger  life  stages,  which  are  more 
vulnerable  to  predation  (Childs  e/  al. 

1998,  p.  (524). 

Sites  for  Breeding,  Reproduc;tic)n.  or 
Rearing  (or  Deveh)])nu;nt)  of  Offspring 

Zuni  bliKihead  .snc:ker  sjiawn  from 
early  A])ril  to  early  June  when  water 
temjKirature.s  are  0  to  15  "C  (43  to  59  °F), 
peaking  around  10  ”C  (50  °F)  (ITopst 

1999,  p.  50;  Bropst  e/  al.  2001,  p.  104). 
Zuni  bluehead  sucker  may  have  two 
spawning  jieriods,  with  the  majoritv  of 
the  spawning  effort  ex])ended  earlv  in 
the  season  (Brojist  c?/  al.  2001,  p.  158). 
Females  in  spawning  c:ondition  have 
been  found  over  gravel  beds  (Sublette  at 
al.  1990,  p.  210;  ITop.st  at  al.  2001,  p. 
158),  Clean  substrates  free  of  excessive 
sedimentation  are  es.senlial  for 
succe.ssful  breeding  (see  Habitat  and 

Li  fa  //y.s/cuy  section  of  onr  proposed 
listing  rule  published  el.sewhere  in 
today’s  Federal  Register).  Periodic 
flooding  removes  exc:e.s.s  silt  and  fine 
sand  from  the  stream  bottom,  breaks  uj) 
embedded  bottom  materials,  and 
rearranges  sediments  in  ways  that 
jiromote  algae  production  and  caeate 
suitable  habitats  with  silt-free 
substrates. 

'rherefori!,  based  on  the  information 
above,  we  identify  the  following 
|)arameters  for  breeding,  rejiroduction, 
or  develojjinent  of  offsjning  as  jilivsical 
or  biological  features  for  the  Zuni 
bluehead  sucker: 

•  Cravel  and  cobble  substrates; 

•  Pool  habitat; 

•  Slower  currents  along  .stream 
margins  with  approjiriate  stream 
velocities  for  larvae; 

•  Instream  (low  velocities  that  are 
le.ss  than  35  cm/.sec  (1.1  ft/.sec);  and 

•  Dynamic  flows  that  allow  for 
perioilic  changes  in  channel 
mor])hology. 


Habitats  Protected  From  Di.sturbance  or 
Repre.sentative  of  tlie  Hi.storical, 
Ceographic,  and  Ecological 
Distributions  of  the  Species 

The  Zuni  hlnehead  sucker  has  a 
restricted  geograjihic  distribution. 
Endemic  sjiecies  (species  that  are 
exclusively  native  to  a  particular 
location)  whose  populations  exhibit  a 
high  degree  of  i.solation  are  extremelv 
snscejilible  to  extinction  from  both 
random  and  nonrandom  catastrojihic 
natural  or  humau-caused  events. 
Therefore,  it  is  essential  to  maintain 
both  springs  and  stream  systems  upon 
which  the  Zuni  bluehead  sucker 
depends.  This  means  protection  from 
disturbance  caused  by  exposure  to  land 
management  actions  (logging,  cattle 
grazing,  and  road  construction),  water 
contamination,  water  depletion,  beaver 
dams,  or  nonnative  species.  The  Zuni 
bluehead  sucker  must,  at  a  minimum, 
sustain  its  current  distribution  for  the 
species  to  continue  to  persi.st.. 

Introduced  sjiecies  are  a  serious  threat 
to  native  aijuatic  species  (Miller  1981, 

])1).  385,  397-398;  Lachner  at  al.  1970, 
p.  21;  Ono  at  al.  1983,  pp.  90-91; 

Carlson  and  Muth  1989,  ji]).  222,  234; 
Fuller  at  (d.  1999.  p.  1 ;  Propsl  at  (d. 

2008.  ])]).  124(5-1251;  Pilger  at  al.  2010, 
PJ).  300.  31  1-312;  see  both  Factor  C: 
Disaasa  and  Pvadation,  and  Factor  E: 
Other  Natnnd  or  Maninada  Factors 
Affecting  Its  Continnad  Existanca 
sections  of  onr  propo.sed  listing  rule 
published  el.sewhere  in  today's  Federal 
Register).  Because  the  distribution  of 
the  Zuni  bluehead  sucker  is  so  isolated 
and  its  habitat  so  restricted, 
introduction  of  certain  nonnative 
species  into  its  habitat  could  be 
deva.stating.  Potentially  harmful 
nonnative  .species  include  green 
sunfish,  northern  crayfish,  fathead 
minnow,  and  other  nonnative  fish- 
eating  fishes. 

Zuni  bluehead  sucker  tvpicallv 
inhabit  small  desert  stream  .systems 
including  isolated  headwater  springs, 
.small  headwater  springs,  and  main.stem 
river  habitats  ((hlbert  and  Carman  2011, 
j).  2)  with  clean,  hard  substrate,  (lowing 
water,  and  abundant  riparian  vegetation. 
Degraded  habitat  consists  of  silt-laden 
substrates,  high  turbidity,  and  deep, 
.stagnant  water  (Cilbert  and  Carman 
2011.  p.  (5).  Ponds  formed  by  beaver 
dams  and  impoundments  as  well  as 
pools  formed  during  river  intermittency 
create  such  degraded  habitats. 

Therefore,  based  on  the  information 
above,  we  identify  the  necessary 
physical  or  biological  features  for  the 
Zuni  hlnehead  sucker: 

•  Nondegraded  habitat  devoid  of 
nonnative  aipiatic  species,  or  habitat  in 
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whieli  nonnative  aciuatic  species  are  at 
levels  that  allow  ])ersistence  ol  Zuni 
hluehead  sucker. 

I’riinary  (Constituent  Flenients  for  the 
Zuni  Hluehead  .Sucker 

Under  the  Act  and  its  iinjilennaiting 
regulations,  we  an;  re(|uired  to  identify 
the  |)hvsical  or  biological  features 
essential  to  the  con.servation  of  tin;  Zuni 
hluehead  sucker  in  are.is  occuj)ied  at  the 
time  of  listing,  focusing  on  the  features' 
primary  constituent  elmnents.  We 
consider  primary  constitmmt  eleimaits 
to  he  the  elements  of  physical  or 
biological  features  that  provide  for  a 
.sj)ecies’  life-history  proce.sses  and  are 
essential  to  the  conservation  of  the 
species. 

Ha.sed  on  our  current  knowledge  of 
the  physical  or  hiologic:al  features  and 
habitat  characteristics  recpiired  to 
sustain  the  species’  life-hi.storv 
proc(!sses,  we  determine  that  the 
|)rimarv  con.stituent  elenumts  si)ecific  tt) 
the  Zuni  hluehead  sucker  are: 

(1)  A  riverine  sy.stem  with  habitat  to 
snp|)ort  all  life  stages  of  Znni  hluehead 
sucker  (egg.  larval,  juvenile,  and  adidt). 
which  includes: 

a.  Dynamic  flows  that  allow  for 
pcM'iodic  changes  in  channel 
morphology  and  achupiate  river 
functions,  such  as  chaniud  reshaping 
and  deliverv  ofcoar.se  .sediimmts. 

1).  Stream  courses  with  ])erennial 
Hows,  or  annis  that  may  he  j)eriodically 
dewatered  hut  serve  as  c;onnectiv(! 
corridors  between  occui)ied  or 
.s(;a.sonally  occu|)ied  habitat  and  through 
which  the  .speci(!s  mav  move  when  the 
habitat  is  wetted: 

c.  Stream  microhahitat  types 
including  runs,  riffles,  and  ])ools  with 
substrate  ranging  from  gravel,  cobble, 
and  hiulrock  substrates  with  low  or 
moderate  amounts  of  fine  sediment  and 
substrate  embeddedness:  and 

d.  .Stniams  with  depths  generally  less 
than  2  m  (3.3  ft),  and  with  slow  to  swift 
flow  velocities  le.ss  than  3,5  cm/sec  (1.1 
ft/.sec); 

e.  (dear,  cool  water  with  low  turbidity 
and  temperatures  in  the  general  range  of 
U.O  to  28.0  “C  (48.2  to  82.4  °F). 

f.  No  harmful  levels  of  polbilants; 

g.  AdiHpiate  riparian  shading  to 
nuluce  water  temperatures  wlum 
ambient  temp(!ratnres  are  high  and 
provide  protec:tive  cover  from  ])redators; 
and 

(2)  An  ahnndant  acpiatic  in.sect  food 
base  consisting  of  fine  ])articulate 
organic  material,  filamentous  algae, 
midge  larvae,  caddisfly  larvae;,  mayfly 
larvae;,  flalweerms,  anel  small  terre.strial 
inse;e;t.s. 

(3)  Are;as  elevoiel  e)f  nonnative;  aepiatie: 
.spe;e:ie;s  or  are;as  that  are;  maintaineel  to 


kejit  ne)nnative;s  at  a  level  that  alleews 
the;  Zuni  hhie;he;ael  sue:ke;r  te;  e'.ejntinne;  te; 
survive;  anel  re;pre)elue:e;. 

SjUicidl  Mandgamcnt  (Jonsiderdtions  or 
Plot  dcl  ion 

When  elesignating  e:ritie:al  habitat,  we; 
a.sse.ss  whe;the;r  the;  spe;e:ifie;  are;as  within 
the;  ge;e)gra])hie;  iueii  e)e:e:upie;el  by  the; 
spe;e:ie;s  at  the;  time;  eif  listing  e:e)ntain 
fe;iiture;s  whie:h  eire;  e;.sse;ntial  te;  the; 
e:e)n.se;rvatie)n  e)f  the;  spe;e:ie;s  anel  whie;h 
may  re;e|iure;  .s|)e;e:ial  miimigement 
e:e)nsiele;ratie)ns  e)r  ])re)te;e:tie)n.  We;  l)e;lie;ve; 
e;ae;h  are;a  ine;hiele;el  in  the.se;  ele;signatie)ns 
re;eiuire;s  spee;ial  management  anel 
])re)te;e:tie)ns  as  ele;se:ril)e;el  in  eenr  unit 
ele;.se:riptie)ns. 

We;  ne;e;el  te;  e;e)nsiele;r  S])e;e:ial 
manage;me;nt  e:e)nsiefe;ratie)ns  e)r 
pre)te;e;tion  fe)r  the;  ie;ature;s  e;sse;ntial  te; 
the;  e:e)nse;rvatie)n  e)f  the  s])e;e:ie;s  within 
e;ae;h  e;ritie:al  habitat  are;a.  The  s])e;e:ial 
m<imige;me;nt  e:e)nsiele;ratie)ns  e)r 
])re)te;e:tie)ns  will  ele;pe;nel  een  the;  thre;ats 
to  the;  essential  fe;iiture;s  in  that  e:ritie;al 
habitat  are;a.  Fe)r  e;xam])le.  thre;ats 
re;epuring  spe;e:ial  m.magement 
e.eensieieratiems  e)r  ])re)te;e:tie)n  ine:bule;  the 
e:e)ntinue;el  spre;ael  e)f  nemnative  fish 
spe;e:ie;s  intei  Zuni  l)hie;he;ael  sue:ke;r 
hahiteit  eir  ine:re;asing  number  eif  l)e;ave;rs 
that  re;ebie:e;  Inihiteit  epialitv  anel  fe)ste;r 
expansiem  eif  nemnative;  fish  anel 
e;rayfish.  ()the;r  thre;<its  re;eiuiring  s])e;e:i<il 
manage;me;nt  e;e)nsiele;ratie)ns  eir 
pre)te;e:tie)n  ine;luele;  the;  thre;at  eif  wilelfire; 
anel  exe;e;ssive;  ash  anel  se;eliment 
feilleiwing  fire.  lmi)re)pe;r  live;ste)e;k 
grazing  e:an  he;  a  thre;at  tei  the;  reanaining 
peipulatiems  eif  Zuni  l)luehe;ael  sue:ker 
threiugh  trampling  eif  habitat  anel 
ine;re;asing  seelimentatiein.  Inaele;eiuate; 
water  ejuantity  re;sulting  freim  elreiught 
anel  water  withelrawals  affe;e;t  all  life 
stageis  eif  Zuni  libmheael  sucker. 
Aelelitieinally,  the;  e:einstrue:tiein  eif 
impeiunefments  anel  water  eliversions 
e;an  e;au.se;  an  incre;ase;  in  wate;r  elejith 
liehinel  the  strue:ture;  anel  a  re;ehK:tiein  or 
eliminatiein  of  stre;am  habitat  lieleiw. 

We;  have;  ine;luele;el  lieleiw  in  eiur 
ele;.se:riptiein  eif  e;ae:h  eif  the;  e:ritie:al  hiiliitat 
are;as  feir  the;  Zuni  lihie;he;ael  sue:ke;r  a 
elise:ussiein  eif  the  threiats  eie:e:urring  in 
that  area  reiejuiring  s]ie;e:ial  management 
e:ein.siele;ratieins  eir  ]ireitee:tiein. 

(iritorid  ilsod  To  Idontify  (Jritiad 
lidhitdt 

As  re;eiuire;el  by  ,Se;e;tiein  4(b)(2)  of  the; 
Ae:t,  we;  use  the;  heist  se;ie;ntifie:  elata 
available  tei  eleisignate  e:ritie:al  luiliitat. 

We;  revieiw  available;  infeirmatiein 
jiertaining  tei  the;  hiiliitat  re;e]uire;me;nts  of 
the  spe;e:ie;s.  In  ae:e:eirelane;e;  with  the;  Ae;t 
anel  its  implementing  reigulatiein  at  50 
(d'"R  424.1 2(e;),  we;  e;einsiele;r  whetlier 
elesignating  aelelitieinal  areias — eiiitsiele; 


thei.se;  e:iirre;ntly  eie:e:u]iie;el  as  weill  iis 
theise;  eie:e;upie;el  at  the;  time;  eif  li.sting — 
are;  ne;e:e;ssary  tei  ensure;  the;  e;einse;rvatiein 
eif  the  sjie;e;ie;s.  We;  iire;  prei]ieising  tei 
eleisignate;  e:ritie:al  habitat  in  areas  within 
the;  geieigniphie:  areia  eie;e:ii]iie;el  by  the; 
s]ie;e:ie;s  at  the;  time;  eif  listing,  as 
eleiseirilieel  alieive;  in  the;  jireipeiseiel  rule;  tei 
list  the;  Zuni  lihieiheaei  siieikeir,  anel  that 
e:ontiiin  suffie:ie;nt  elements  of  physie:<il 
eir  liieileigie:al  feiatiireis  tei  suppeirt  life- 
histeiry  preii:e;sse;s  eis.senti.il  for  the; 
e;einse;rvatiein  eif  the;  spe;e:ies.  We;  are;  alsei 
]iropeising  tei  eleisignate;  s]ie;e:ifie:  areas 
eiiitsiele  the;  geiograjihie:  area  eie;e:upie;el  by 
the;  s]ie;e;ie;.s  at  the;  time;  eif  listing  lie;e:aiise; 
sue:h  areas  are  essential  feir  the; 
e:einse;rvatiein  eif  the  spe;e;ies. 

.Soure:e;s  of  elata  for  this  s]iee:ie;s 
ine:hiele;  multi]ile;  elataliaseis  maintaineel 
by  univeirsities  anel  .State  age;ne;ie;s  feir 
Arizona  anel  New  Mexieiei,  existing  .State; 
re;e;eivery  ]ilans,  enelangereel  speeiies 
re;]ieirts,  anel  iiiimereius  survey  reports  on 
streiams  threnigheiut  the  s]ie;e:ie;s'  range; 
(.Sane:he;z  1075,  jiji.  1.4;  Hreipst  fit  ol. 
1080.  ji]!.  40-51;  NMDCF  2003,  pp.  0- 
10;  .Sponheiltz  2003,  jiji.  18-22;  NMD(',F 
2004,  pp.  1—40;  (darksein  anel  Marsh 
2000,  ]ip.  1-2:  Daviel  2000,  pp.  1-40; 
NMD(iF  2007,  ]i]i.  1-27;  Deiuglas  at  ol. 
2000.  ji.  07;  .Se;rvie:e;  2010,  ]ip.  1-2: 
NMIXiF  2012;  Navajei  Natiein  Heiritage; 
Iheigram  2012,  ]i]i.  1-20).  We;  have;  alsei 
re;vie;we;el  available  infeirmatiein  that 
]ie;rtains  tei  the;  haliitiU  re;e]uire;me;nts  eif 
this  siie;e;ie;s.  .Seiure:e;s  eif  infeirmatiein  ein 
habitat  reiepiirements  incbiele;  existing 
.State;  re;e:eive;ry  plans,  e;nelange;reel 
s]ie;e;ie;,s  rejieirts,  stuelieis  e;einehie;teel  at 
eie:e;upieel  site;s  anel  jiulilisheel  in  jieer- 
re;vieweel  artie;le;s,  agene:y  repents,  anel 
elata  e;eille;e:te;el  eluring  meiniteiring  effeirts 
(Preip.st  fit  dl.  2001,  pp.  150-101; 

NMD(;F  2003.  pp.  1-14;  NMDUF  2004, 
pp.  4-7). 

The;  e:urre;nt  elistriliutiein  eif  the;  Zuni 
lilueheaei  suckeir  is  mue;h  reelne:eel  freim 
its  histeirie;al  elistriliutiein.  We;  antie;i]iate 
that  re;e:eive;ry  will  reepiire  e:eintinue;el 
preitee;tiein  eife;xisting  jieipulatieins  and 
liiiliitat.  as  well  as  eistalilishing 
Jieipulatieins  in  aelelitieinal  streiams  that 
meire  e;leise;ly  apiireiximate;  its  hi.steirie: 
elistriliutiein  in  eireler  tei  ensure;  there;  are; 
aeleejiiate  niunlieirs  eif  fish  in  stable 
jieijiulatieins  anef  that  these;  jieijiulatieins 
eie:e:ur  eiveir  ;i  wiele;  geeigrajihie:  areia.  This 
will  helji  tei  ensure;  th.it  e:atastrei|ihie; 
eiveints,  sueih  as  wilelfire,  e:anneit 
simultaneieiusly  affeeit  all  kneiwn 
]iei]iuhitieins. 

Areias  Oe:e:u]iie;el  at  the;  Time  eif  Listing 

The  jireijieiseiel  e;ritie:al  habitat 
elesignatiein  eleies  neit  ine;biele;  all  streiams 
kneiwn  tei  have  been  eie:e:upieel  liv  the 
sjieieiies  histeirie;ally;  in.steiael,  it  feie:use;s 
ein  eie:e;ujiieel  streams  within  the; 
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historical  range  that  have  retained  the 
nec(!ssary  PtiKs  that  will  allow  for  the 
maintenance  and  ex])ansion  of  existing 
j)o])ulations.  The  following  strixiins 
meet  the  (hdinition  of  areas  occu])ied  hv 
the  sp(!cies  at  the  time  of  listing:  Agua 
Remora,  Rio  Nutria,  Tampico  Sj)ring. 
Tampico  Draw.  Kinlic:hee  (ireek,  Black 
.Soil  Wash,  .Scattered  Willow  Wash, 
(ioyote  Wash,  Crystal  tirciek,  .Sonsela 
Creek,  Tsaile  ('.reek.  Wheat  fields  Creek, 
and  Whiskey  (Teek.  There  are  no 
developed  areas  within  the  j)ropos(;d 
designation  except  for  harriers 
constructed  on  .streams  or  road  crossings 
of  stnxnns,  which  do  not  remove  the 
suitahility  of  these  areas  for  this  sj)ecies. 

Anias  Outside  of  the  Ceographic  Range 
at  the  Time  of  Listing 

The  Zuni  River.  Rio  Pescado.  C'.eholla 
Cniek.  Red  Clay  Wash.  Palisades  Creek, 
and  Little  Whiskey  (ae(;k  are  within  the 
historical  range  of  the  Zuni  hhiehead 
sucker  hut  are  not  within  the  geograjihic 
range  ciirrentlv  occn])ied  by  the  species; 
the  Zuni  River  and  Rio  Pe.scado 
experience  a  high  degree  of  riven' 
intermittency,  and  the  Zuni  hhiehead 
sucker  has  not  been  seen  in  (ieholla 
Creek.  Red  Clay  Wash,  and  Little 
Whiskey  Creek  in  over  30  years,  and  it 
has  not  been  oh.served  in  the  Zuni  River 
or  Rio  I’escado  in  ajiproximately  20 
years.  We  consider  the.se  sites  to  he 
extir])ated.  For  areas  not  occupied  hv 
the  species  at  the  time  of  listing,  we 
must  demonstrate  that  these  areas  are 
essential  to  the  conservation  of  the 
species  in  order  to  include  them  in  onr 
critical  habitat  designation.  To 
determine  if  these  areas  are  e.ssential  for 
the  conservation  of  the  Znni  hhiehead 
Slicker,  we  considered;  (1)  The 
importance  of  the  site  to  the  overall 
status  of  the  species  to  prevent 
extinction  and  contribute  to  future 
recovery  of  the  Znni  hhiehead  sucker; 

(2)  whether  the  area  could  he  restored 
to  contain  the  necessary  habitat  to 
support  the  Zuni  hhiehead  sucker;  (3) 
does  the  site  provide  connectivity 
between  occupied  sites  for  genetic 
exchange:  and  (4)  whether  a  poinilation 
of  the  species  could  he  ree.stahlished  in 
the  area. 

Of  the  imocciijiied  .streams,  the  Zuni 
River,  Rio  Pescado,  and  Palisades  Oeek 
exhibit  varying  degrees  of  intermittenev: 
the  Zuni  River  and  Rio  Pescado  are 
generally  only  continnous  after  heavy 
flows  in  the  sjiring  (NMIXiF  2()()4,  p.  13; 
New  Mexico  Environment  Dejiartment 
(NMED)  2004,  ]).  1),  and  Pali.sades  Creek 
has  been  noted  as  dry  during  recent 
visits  (Hobbes  2001,  pp.  2.5-20;  Carman 
2004,  j).  9).  However,  when  the  Zuni 
River,  Rio  Pescado,  and  (ieholla  Oeek 
do  exhibit  how  and  if  suitable  habitat 


were  restored,  they  could  allow  for 
important  population  exjiansion  in  this 
watershed  and  they  are  therefore 
e.ssential  for  the  conservation  of  the 
Zuni  hhiehead  sucker.  On  the  other 
hand.  Palisades  Oeek  is  a  trihutarv  to 
Whiskey  (ireek  that,  when  wetted,  likely 
does  not  jirovide  much  benefit  to  the 
sjiecies.  Becan.se  this  formerlv  occujiied 
site  has  been  so  severely  impacted  and, 
as  a  small  tributary,  it  does  not  connect 
occnjiied  sites,  it  is  unlikely  to 
contribute  to  the  recovery  of  the  species 
and  is  not  considered  e.ssential  to  the 
con.servation  of  the  species.  Therefore,  it 
is  not  included  in  the  projio.sed 
designation  of  critical  habitat. 

In  summary,  for  areas  within  the 
geograjihic  area  occupied  by  the  species 
at  the  time  of  li.sting,  we  delineated 
critical  habitat  unit  boundaries  using 
the  following  criterion; 

(1)  Evaluate  habitat  suitability  of 
stream  .segments  within  the  geographic 
area  oci:iipied  at  the  time  of  listing,  and 
retain  those  segments  that  contain  some 
or  all  of  the  P(]Es  to  supjiort  life-hi.storv 
functions  essential  for  con.servation  of 
the  species. 

For  areas  outside  the  geograjihic  area 
occu])ied  by  the  species  at  the  time  of 
li.sting,  we  delineated  critical  habitat 
unit  boundaries  using  the  following 
steps; 

(2)  Evaluate  stream  .segments  not 
known  to  have  been  occupied  at  li.sting 
hnt  that  are  within  the  historical  range 
of  the  Sjiecies  (outside  of  the  geograjihic 
area  occujiied  by  the  .sjiecies)  to 
determine  if  they  are  essential  to  the 
survival  and  recovery  of  the  sjiecies. 
Es.sential  areas  are  tho.se  that; 

(a)  .Serve  as  an  extension  of  habitat 
within  the  geograjihic  area  of  an 
occiijiied  unit; 

(li)  Exjiand  the  geograjihic 
distribution  within  areas  not  occupied 
at  the  time  of  listing  across  the  historical 
range  of  the  sjiecies;  and 

(c)  Are  connected  to  other  occujiied 
areas,  which  will  enhance  genetic 
exchange  between  jiopulations. 

We  conclude  that  the  areas  jirojio.sed 
for  critical  habitat  jirovide  for  the 
con.servation  of  the  Zuni  libiehead 
sucker  liecaii.se  they  include  habitat  for 
all  extant  jiojiulations  and  include 
habitat  for  connectivity  and  disjiersal 
ojijiortunities  within  units.  .Such 
ojijiortimities  for  disjiersal  assi.st  in 
maintaining  the  jiojiulation  structure 
and  distrihntion  of  the  sjiecies.  The 
current  amount  of  habitat  that  is 
occujiied  is  not  sufficient  for  the 
recovery  of  the  sjiecies;  therefore,  we 
included  unoccujiied  habitat  in  this 
jirojiosed  critical  habitat  designation. 

As  a  final  steji,  we  evaluated  tho.se 
occujiied  .stream  .segments  retained 


through  step  1  of  the  above  analysis  and 
refined  the  starting  and  ending  jioints 
by  evaluating  the  jiresence  or  absence  of 
ajijirojiriate  ITiEs.  We  selected  Ujistream 
and  downstream  cutoff  jioints  to  omit 
areas  that  are  highly  degraded  and  are 
not  likely  resforalile.  For  exanijile, 
jiermanently  dewatered  areas,  or  areas 
in  which  there  was  a  change  to 
imsiiitalile  jiarameters  (e.g.,  water 
quality,  bedrock  substrate)  were  used  to 
mark  the  start  or  endjioint  of  a  .stream 
.segment  jirojio.sed  for  designation. 
(Critical  habitat  stream  segments  were 
then  majijied  using  ArcMaji  version  10 
(Environmental  .Systems  Re.search 
Institute,  Inc.),  a  (feograjihic 
Information  Sy.stems  jirogram. 

The  areas  jirojiosed  for  designation  as 
critical  habitat  jirovide  sufficient  stream 
and  Sjiring  habitat  for  breeding, 
nonlireeding,  and  disjiersing  adult  Znni 
libiehead  sucker,  as  well  as  for  the 
habitat  needs  for  juvenile  and  larval 
.stages  of  this  fish.  In  general,  the  PHEs 
of  critical  habitat  are  contained  within 
the  riverine  ecosystem  formed  by  the 
wetted  channel  and  the  adjacent 
floodjilains  within  91.4  lateral  m  (300 
lateral  ft)  on  either  side  of  hankfnll 
stage,  excejit  where  lionnded  by  canyon 
walls.  Areas  within  the  lateral  extent 
akso  contrihnte  to  the  PHEs,  including 
water  (jiiality  and  intermittent  areas 
through  which  fish  may  move  when 
wetted.  Zuni  libiehead  sucker  u.se  the 
riverine  eco.system  for  feeding,  breeding, 
and  sheltering  while  breeding  and 
migrating. 

When  determining  jirojiosed  critical 
habitat  boundaries,  we  made  every 
effort  to  avoid  including  develojied 
areas  such  as  lands  covered  by  bridges, 
docks,  aijueducts.  and  other  .structures 
because  such  lands  lack  jihysical  or 
biological  features  for  the  Zuni  libiehead 
sucker.  The  .scale  of  the  maps  we 
jirejiared  under  the  jiarameters  for 
jiuhlication  within  the  Code  of  Federal 
Regulations  may  not  reflect  the 
exclusion  of  such  develojied  lands.  Anv 
such  lands  inadvertently  left  inside 
critical  habitat  lionndaries  shown  on  the 
majis  of  this  jirojiosed  rule  have  been 
excluded  by  text  in  the  jirojio.sed  rule 
and  are  not  jirojiosed  for  designation  as 
critical  habitat.  Therefore,  if  the  critical 
habitat  is  finalized  as  jirojiosed,  a 
Federal  action  involving  these  lands 
would  not  trigger  section  7  consultation 
with  resjiect  to  critical  habitat  and  the 
reijnirement  of  no  adver.se  modification 
unle.ss  the  sjiecific  action  would  affect 
the  jihvsical  or  biological  features  in  the 
adjacent  critical  habitat. 

AVe  are  projio.sing  for  designation  of 
critical  habitat  lands  that  we  have 
determined  are  occujiied  at  the  time  of 
li.sting  and  contain  sufficient  elements 
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of  physical  or  biological  loatures  to 
sup|)ort  lilo-historv  processes  essential 
for  the  conscM’vation  of  the  species,  ami 
lands  outside  of  the  geographic  area 
occupied  at  the  time  of  listing  that  we 
have  determined  are  essential  for  the 
conservation  of  the  Zuni  hluehead 
sucker. 

S(;gments  wine  proposed  for 
designation  based  on  sufficient  elements 
of  physical  or  biological  features  being 
pre.sent  to  sup])ort  the  Zuni  hluehead 
sucker  life-history  processes.  Some 
.segments  contained  all  of  the  identified 
elements  of  physical  or  biological 
features  and  supported  multiple  life- 
historv  j)rocesses.  Some  segments 
contained  only  some  elements  of  the 
physical  or  biological  featunis  neces.sarv 


to  support  the  Zuni  hluehead  sucker’s 
particidar  use  of  that  habitat. 

The  critical  habitat  designation  is 
defined  by  the  map  or  maps,  as 
modified  by  any  accompanving 
regulatory  text,  pre.sented  at  the  end  of 
this  document  in  tin;  rule  |)ortion.  We 
include  more  detaihul  information  on 
the  boundaries  of  the  critic:al  habitat 
designation  in  the  preamble  of  this 
document.  We  will  make  the 
coordinat(!s  or  ])lot  points  or  both  on 
which  each  map  is  based  available  to 
the  public  on  http:// 

\\  i\’\\’.ivgul(ilions.}>()V  M  Docket  No. 
FWS-R2-FS-2()12-01()1.  on  our 
Internet  sites  hi1p://\v\v\v.f\vs.gov/ 
s()uth\v(^st/(is/Nt^\vMHxic()/,  and  at  the 
field  office  res])onsil)le  for  the 


designation  (see  FOR  FURTHER 
INFORMATION  CONTACT  above). 

Proposed  Critical  Habitat  Designation 

We  an;  proposing  to  ilesignate 
a])proximately  472  km  (2‘).3  mi)  in  thnu; 
units  as  critical  habitat  for  the  Zuni 
blmdiead  .siu:ker.  The  critical  habitat 
areas  we  describe  below  constitute;  onr 
current  best  assessment  of  areas  that 
meet  the  definition  of  critical  habitat  for 
Znni  blnehead  sucker.  The  thri;e  areas 
we  propose  as  ea  itical  habitat  are:  (1) 
Zuni  River  Unit;  (2)  Kinlichee  (;r(;ek 
Unit;  and  (3)  San  Juan  River  Unit,  'fable 
1  .shows  the  occu])ancy  of  the  units,  the 
land  ownershi]),  and  a])j)roximate  areas 
of  the  ])roj)osed  designated  areas  for  the 
Zuni  hluehead  sucker. 


Table  1— Proposed  Critical  Habitat  Units  for  Zuni  Bluehead  Sucker 

[Area  estimates  reflect  all  land  within  critical  habitat  unit  boundaries] 


Stream  segment 

Occupied  at  the  time  of  listing 

Land  ownership 

Length  of  unit 
in  kilometers 

(miles) 

Unit  1 — Zuni  River  Unit 


Subunit  ta — Zuni  River  Headwaters 


Agua  Remora  .  Yes 

Rio  Nutria  .  Yes 

Tampico  Draw  .  Yes 

Tampico  Spring  .  Yes 


Forest  Service  . 

Private  . 

Zuni  Pueblo  . 

Forest  Service  . 

State  of  New  Mexico 

Private  . 

Forest  Service  . 

Private  . 

Private  . 


Subunit  1b — Zuni  River  Mainstem 


Zuni  River .  No 

Rio  Pescado .  No 


Cebolla  Creek  . 


Zuni  Pueblo  . 

Zuni  Pueblo  . 

State  of  New  Mexico 

Private  . 

Zuni  Pueblo  . 

State  of  New  Mexico 

Forest  Service  . 

Private  . 


6.6  (4.1) 
2.4  (1.5) 

38.9  (24.2) 
4.1  (2.6) 
1.8  (1.1) 
14.2  (8.8) 
2.3  (1.4) 

3.7  (2.3) 
0.2  (0.1) 

74.2  (46.1) 


7.4  (4.6) 

47.3  (29.4) 
5.8  (3.6) 

15.4  (9.6) 
3.7  (2.3) 
0.4  (.02) 

6.4  (4.0) 

21.4  (13.3) 


107.8  (67.0) 


Unit  2 — Kinlichee  Creek  Unit 


Subunit  2a — Kinlichee  Creek 


Red  Clay  Wash  .  No 


Coyote  Wash .  I  Yes 


Yes  . 

Yes  . 

Yes  . 

Navajo  Nation . 

Navajo  Nation . 

Navajo  Nation . 

Subunit  2b — Red  Clay  Wash 


Navajo  Nation 


Unit  3 — San  Juan  River  Unit 
Subunit  3a — Canyon  de  Chelly 


Navajo  Nation  * 


21.6  (13.4) 

47.1  (29.3) 

18.2  (11.3) 

86.9  (54,0) 


9.6  (6.0) 
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Table  1— Proposed  Critical  Habitat  Units  for  Zuni  Bluehead  Sucker— Continued 

[Area  estimates  reflect  all  land  within  critical  habitat  unit  boundaries] 


Stream  segment 

Occupied  at  the  time  of  listing 

Land  ownership 

Length  of  unit 
in  kilometers 
(miles) 

Crystal  Creek  . 

Yes  . 

Navajo  Nation  * . 

0.5  (0.3) 

Navajo  Nation . 

34.2  (21.2) 

Sonsela  Creek . 

Yes  . 

Navajo  Nation  * . 

19.5  (12.1) 

Tsaile  Creek  . 

Yes  . 

Navajo  Nation  *  . 

23.0  (14.3) 

Navajo  Nation . 

30.6  (19.0) 

Wheatfields  Creek  . 

Yes  . 

Navajo  Nation  * . 

8.5  (5.3) 

Navajo  Nation . 

29.3  (18.2) 

Whiskey  Creek  . 

Yes  . 

Navajo  Nation  * . 

7.5  (4.7) 

Navajo  Nation . 

28.1  (17.5) 

Total  . 

187.9  (112.7) 

Subunit  3b — Little  Whiskey  Creek 


Little  Whiskey  Creek  . 

No . 

Navajo  Nation . 

8.9  (5.5) 

Total  . 

8.9  (5.5) 

'These  lands  are  managed  by  National  Park  Service  in  trust  for  the  Navajo  Nation. 
Note:  Area  sizes  may  not  sum  due  to  rounding. 


We  pre.sent  l)elo\v  brief  descrijitions 
of  the  units  and  reasons  why  the  units 
meet  the  definition  of  critical  hal)itat  for 
the  Znni  hlneliead  sucker. 

Unit  UZiini  Hivnr  Unit 

Snbnnit  la — Zuni  Bivnr  Haadwatnrs: 
Snhnnit  la  consists  of  74.2  km  (48.1  mi) 
along  Agna  Remora,  Rio  Nutria. 

I'amjjico  Draw,  and  Tampico  Sjjring  in 
McKinley  County,  New  Mexico.  The 
land  in  this  snhnnit  is  jn  imarily  owned 
hy  Znni  Pnehlo,  Forest  Service,  and 
jjrivate  landowners  with  a  small  amount 
of  State  inholdings.  The  Znni  hlneliead 
Slicker  occnjiies  all  .stream  reaches  in 
this  snhnnit.  and  the  snhnnit  contains 
all  of  the  primary  con.stitnent  elements 
of  the  physical  or  biological  features 
essential  to  the  conservation  of  the  Znni 
hlneliead  sucker.  This  unit  repre.sents 
the  only  remaining  headwater  spring 
habitats  occnjiied  by  Znni  hlneliead 
Slicker. 

Livestock  grazing  is  jirimarily 
regulated  by  the  Forest  Service  and  Znni 
Pnehlo  in  this  snhnnit:  however, 
trespass  livestock  grazing  niav  occur. 
Additional  sjiecial  management 
considerations  or  jirotection  may  he 
reijnired  within  Snhnnit  la  to  address 
low  water  levels  as  a  result  of  water 
withdrawals  and  drought,  predation 
from  nonnative  green  snnfisli,  and  the 
upstream  and  downstream  effects  of 
iniponndments.  Such  special 
management  or  protection  may  include 
maintaining  instream  flows,  nonnative 
species  removal,  and  reservoir 
management  that  improves  nji-  and 
downstream  habitat  to  benefit  the  Zuni 
hlneliead  sucker. 


Subunit  lb — Zuni  lUvurMuinstum: 
Snhnnit  Ih  consists  of  107.8  km  (07.0 
mi)  of  potential  Znni  hlneliead  sucker 
habitat  along  the  Znni  River,  Rio 
Pescado,  and  Ceholla  Creek  in  McKinley 
and  Cahola  Counties.  New  Mexico,  hand 
within  this  snhnnit  is  primarily  owned 
by  Znni  Pnehlo  and  private  landowners, 
with  a  small  ainonnt  of  Forest  Service 
and  State  land,  'file  Znni  hlneliead 
Slicker  historically  occupied  these 
streams  lint  has  not  been  found  in  the 
Znni  River  or  Rio  Pe.scado  since  the 
mid-lOOOs  (NMDCF  2004,  p.  5)  and  has 
been  extirpated  from  Ceholla  (>reek 
since  at  least  1970  (Hanson  1980,  pji. 

29,  34).  We  consider  this  unit 
nnoccnjiied.  When  wetted  and  if 
suitable  habitat  were  present,  the  Znni 
River  and  Rio  Pescado  could  provide 
important  connections  between 
occnjiied  reaches  in  Snhnnit  la  and 
jiotential  future  jiojinlations  in  Ceholla 
Creek,  which  has  been  identified  as 
containing  .suitable  habitat  in  the  past 
and  could  jirovide  for  significant 
|)opnlation  ex|)aiision.  Therefore,  this 
snhnnit  is  e.ssential  for  the  conservation 
of  the  Znni  hlneliead  sucker  because  it 
jirovides  for  connection  between 
jiojinlations  and  al.so  jirovides  sjiace  for 
the  growth  and  exjiansion  of  the  sjiecies 
in  this  jiortion  of  its  hi.storical  range. 

Unit  2:  Kinlichuu  Ureuk  Unit 

Subunit  2u — Kinlicheu  Uivuk:  Snhnnit 
2a  consists  of  80.9  km  (.54.0  mi)  along 
Kinlichee  Creek  and  two  tributaries 
(Black  Soil  Wash  and  .Scattered  Willow 
Wash)  in  Ajiache  Comity,  Arizona.  This 
entire  snhnnit  is  located  within  the 
Navajo  Indian  Re.serv'ation.  The  Znni 
hlneliead  sucker  occnjiies  all  stream 


reaches  in  this  snhnnit,  and  the  snlinnit 
contains  all  of  the  jiriniarv  con.stitnent 
elements  of  the  jiliysical  or  biological 
features  es.sential  to  the  conservation  of 
the  Znni  hlneliead  sucker. 

.Sjiecial  management  considerations 
or  jirotection  may  he  reijiiired  within 
.Snlinnit  2a  to  address  low  water  levels 
as  a  result  of  water  withdrawals  and 
drought,  sedimentation  and  rijiarian 
vegetation  destruction  from  road 
develojiment  and  livestock  grazing,  and 
jiredation  from  nonnative  sjiecies.  .Such 
Sjiecial  management  considerations  or 
jirotection  may  include  instream  flows, 
stream  fencing,  erosion  control 
.structures  along  roads  and  during 
construction,  reservoir  management  that 
inijiroves  up-  and  downstream  habitat  to 
benefit  the  Znni  hlneliead  sucker  and 
nonnative  sjiecies  removal. 

Subunit  2b — Red  Clay  lFf/.s7i;  .Snhnnit 
2h  consists  of  9.0  km  (0.0  mi)  of 
jiotential  Znni  hlneliead  sucker  habitat 
along  Red  Clay  Wash,  in  Ajiache 
County,  Arizona,  on  the  Navajo  Indian 
Reservation.  The  Znni  hlneliead  sucker 
historically  occnjiied  this  stream  lint 
does  not  currently  occur  there, 
hiclnsion  of  Red  Clay  Wash  exjiands  the 
recovery  jiotential  of  the  Znni  hlneliead 
Slicker  in  the  lower  Kinlichee  watershed 
hy  increasing  jiojinlation  redundancy 
within  the  sjiecies'  hi.storical  range  and 
is  therefore  es.sential  to  the  conservation 
of  the  Sjiecies. 

Unit  3:  Sun  Jiiun  Hiver  Unit 

Snbnnit  3u — Cunvon  de  Chullv: 
.Snhnnit  3a  consi.sts  of  187.9  km  (112.7 
mi)  along  Tsaile  Creek,  Wheatfields 
Creek,  \Vhiskev  Creek,  Coyote  Wash, 
(Tvstal  Oeek,  and  .Son.sela  CTeek  in 
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Apaclu;  County.  Arizona,  and  .San  jiian 
(bounty.  New  Mexico.  This  unit  is 
located  within  the  Navajo  Indian 
Reservation.  j)ortions  of  wliich  are 
managed  by  the  National  Park  .Service  as 
('.anyon  de  Chelly  National  Moninn(;nt 
in  trust  for  the  Navajo  Nation.  The  Zuni 
hlnehead  sucker  occupies  all  stream 
reaches  in  this  subunit,  and  the  subunit 
contains  all  of  the  jH'imarv  constituent 
elements  of  the  j)hysical  or  biological 
features  es.sential  to  the  conservation  of 
tin;  Zuni  hlnehead  sucker. 

.Sj)ecial  management  considerations 
or  j)rotection  may  he  recjiiired  within 
.Snl)unit  3a  to  addre.ss  low  water  levels 
as  a  resnlt  of  water  withdrawals  and 
drought,  .sedimentation  and  riparian 
vegetation  destruction  from  road 
development  and  livestock  grazing,  and 
predation  from  nonnative  species.  .Such 
special  management  considerations  or 
|)rot(;ction  may  include  instream  flows 
stream  fencing,  erosion  control 
.structures  along  roads  and  during 
construction,  re.scnvoir  management  that 
imj)rove.s  np-  and  downstream  habitat  to 
Ixmefit  the  Zuni  hhuiliead  sucker,  and 
nonnative  species  removal. 

Siihunit  3l) — ]Jttle  Whiskt^v 
.Subunit  3l)  consists  of  H.t)  km  (.5. .5  mi) 
of  j)otential  Zuni  hlnehead  sucker 
habitat  along  Little  Whiskey  Creek  in 
.San  Inan  Ciounty,  New  Mexico,  on  the 
Navajo  Indian  Reservation.  The  Zuni 
hlnehead  sucker  does  not  currently 
occur  in  Little  Whisk(;v  (inuik.  hut 
suitable  habitat  is  j)resent  and  it  is 
n;a,sonal)le  to  c:onclu(ie  the  sj)ecie.s 
occurred  there  historically.  Inclusion  of 
Little  Whiskey  (a’eek  expands  the 
recov(!rv  potcmtial  of  the  Zuni  hlnehead 
sucker  in  tin;  upjjer  Whiskey  (Teek 
watershed  by  increasing  popniation 
redundancy  within  the  s|)ecie.s’ 
historical  range  and  is  therefore 
es.sential  to  the  conservation  of  the 
s])ecie.s. 

Kdects  of  Critical  Habitat  Designation 

Section  7  Consultation 

.S(!ction  7(a)(2)  of  the  Act  recpiires 
Fedciral  agencies,  including  the  .Service, 
to  ensure  that  any  action  they  fund, 
authorize,  or  carry  out  is  not  likely  to 
j(!opardize  the  continiKul  existence  of 
any  endangered  species  or  threatened 
speci(!s  or  result  in  the  destruction  or 
adverse  mo(lific:ation  of  designated 
critical  habitat  of  such  species.  In 
addition,  section  7(a)(4)  of  the  Act 
nujuires  Federal  agencies  to  confer  with 
the  .Service  on  any  agency  action  which 
is  likely  to  jeopardize  the  continued 
exi.stence  of  any  species  proj)osed  to  be; 
listed  under  the  Act  or  resnlt  in  the 
destruction  or  adverse  modification  of 
projjo.sed  critical  habitat. 


Decisions  by  the  5th  and  ‘)th  (arcuit 
Courts  of  Appeals  have  invalidated  our 
regulatory  (lefinition  of  “destruction  or 
aclversc!  modification”  (50  CFR  402.02) 
(see  Cifjord  Pinchot  'I’ask  Force  v.  f/..S. 
Fish  and  Wildlife  Sendee,  378  F.  3d 
105{)  (0th  (ar.  2004)  and  Sierra  Clnh  v. 
(/..S’.  Fish  and  Wildlife  Service  et  ai.,  245 
F.3d  434.  442  (5th  Cir.  2001)),  and  we 
do  not  rely  on  this  regnlatorv  definition 
when  analyzing  whether  an  action  is 
likely  to  destroy  or  adversely  modifv 
critical  habitat.  Under  the  statutory 
])rovi.sion.s  of  the  Act,  we  determine 
de.struction  or  adver.se  modification  on 
the  basis  of  whether,  with 
implementation  of  the  j)ropo.sed  Federal 
action,  the  affected  critical  habitat 
would  continue  to  .serve  its  intended 
conservation  role  for  the  species. 

If  ;i  Federal  action  may  affect  a  listed 
.s])ecie.s  or  its  critical  habitat,  the 
responsible  Federal  agency  (action 
agency)  must  enter  into  consultation 
with  us.  Examples  of  actions  that  an; 
subject  to  the  section  7  consultation 
process  are  actions  on  .State,  tribal, 
local,  or  ])rivate  lands  that  retjuin;  a 
Federal  ])ermit  (such  as  a  j)(!rmit  from 
the  IJ..S.  Army  Uorps  of  Engineers  under 
section  404  of  the  Clean  Water  Act  (33 
IJ..S.(].  1251  et  se(j.)  or  a  ])ernnt  from  the 
.Service  und(;r  .section  10  of  the  Act)  or 
that  involve  some  other  Fedcjral  action 
(such  as  funding  from  the  Fiuleral 
Highway  Administration,  luuleral 
Aviation  Administration,  or  the  Federal 
Emergency  Managenuait  Agency). 
Federal  actions  not  affecting  listed 
species  or  critical  habitat,  and  actions 
on  .State,  tribal,  local,  or  private  lands 
that  are  not  federally  funded  or 
authorized,  do  not  re(|uire  .section  7 
consultation. 

As  a  resnlt  of  section  7  considtation, 
w(!  (locnment  com})liance  with  the 
reejuirements  of  section  7(a)(2)  through 
our  issuance  of: 

(1)  A  concurrence  lett(!r  for  k’ederal 
actions  that  may  affect,  but  an;  not 
likely  to  adversely  affect,  listed  species 
or  critical  habitat:  or 

(2)  A  biological  opinion  for  Federal 
actions  that  may  affect  and  are  likely  tc) 
adversely  affect  li.sted  .sj)eci(!.s  or  critical 
habitat. 

When  we  issue  a  biological  opinion 
concluding  that  a  ju’oject  is  likely  to 
jeo])ardize  the  continued  exi.stence  of  a 
li.sted  species  and/or  tlestroy  or 
adversely  modify  critical  habitat,  we 
])rovide  reasonable  and  prudent 
alternatives  to  tin;  project,  if  any  are 
identifiabhi,  that  would  avoid  the 
likelihood  of  jeo|)ardy  and/or 
destruction  or  adverse  modification  of 
critical  habitat.  We  define  “reasonable 
and  ])rudent  alternatives”  (at  50  CFR 


402.02)  as  alternative  actions  identified 
during  consultation  that: 

(1)  Can  be  implemented  in  a  manner 
c:on.si.stent  with  the  intended  jjiirjjose  of 
the  ac;tion. 

(2)  C’.an  be  implemented  consistent 
with  the  scop(!  of  the  luuleral  agenev’s 
legal  authority  and  jnri.sdiction, 

(3)  Are  economically  and 
technologically  feasible,  and 

(4)  Would,  in  the  Director’s  opinion, 
avoid  the  likelihood  of  jeoi)ardizing  the 
continued  exi.stence  of  the  listed  species 
and/or  avoid  the  likelihood  of 
destroying  or  adversely  modifying 
critical  habitat. 

R(;a.sonable  and  prudent  alternatives 
can  vary  from  slight  ])roject 
modifications  to  extensive  redesign  or 
relocation  of  the  jiroject.  Costs 
associated  with  iin])lementing  a 
reasonable  and  prudent  alternative  are 
similarly  variable. 

Regulations  at  50  CFR  402.10  nupdre 
Fedciial  agencies  to  reinitiate 
consultation  on  ])reviously  reviewexi 
ac.tions  in  instances  where  we  have 
listed  a  new  species  or  subsecpientlv 
designated  critical  habitat  that  may  be 
affect(!d  and  the  Federal  agency  has 
retained  di.scretionary  involvement  or 
control  over  the  action  (or  the  agenev’s 
discretionary  involvement  or  control  is 
authorized  by  law),  (ionsecpiently, 
h’ederal  agenci(!.s  sometimes  may  need  to 
recpiest  reinitiation  of  consultation  with 
us  on  actions  for  which  formal 
consultation  has  been  comjjleted,  if 
those  actions  with  (liscnjtionary 
involvement  or  control  may  affect 
snbsecpiently  listed  species  or 
designated  critical  habitat. 

A}}})lication  of  the  “Adverse 
Modification’’  Standard 

The  key  factor  related  to  the  adver.se 
modification  deternnnation  is  whether, 
with  implementation  of  the  proposed 
Fculeral  action,  the  affected  critical 
habitat  would  continue  to  serve  its 
intended  conservation  role  for  the 
species.  Activities  that  may  de.stroy  or 
adversely  modify  critical  habitat  are 
those  that  alter  the  ])hv.sical  or 
biological  features  to  an  extent  that 
appreciably  reduces  the  conservation 
value  of  critical  habitat  for  the  Zuni 
hlnehead  sucker.  As  discussed  above, 
the  role  of  critical  habitat  is  to  sup])ort 
life-history  needs  of  the  spcjcies  and 
|)rovide  for  the  conservation  of  the 
s])ecie.s. 

.Section  4(b)(8)  of  the  Act  requires  us 
to  brielly  evaluate  and  describe,  in  anv 
proposed  or  final  regulation  that 
designates  critical  habitat,  activities 
involving  a  P'ederal  action  that  may 
destroy  or  adversely  modify  such 
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liabitat,  or  that  may  ho  afloctod  l)y  such 
designation. 

Activities  that  may  affect  ciitic:al 
habitat,  when  carried  out,  funded,  or 
authorized  by  a  Federal  agency,  sliould 
result  in  consultation  for  the  Zimi 
hlnehead  sucker.  These  activities 
include,  hut  are  not  limited  to: 

(1)  Actions  that  would  diminish  Hows 
within  the  active  stream  channel.  Such 
activities  could  include,  hut  are  not 
limited  to:  Water  diversion,  water 
withdrawal,  channelization, 
construction  of  any  harriers  or 
impediments  within  the  active  strciam 
channel,  construction  of  permanent  or 
temporary  diversion  structures,  and 
groundwater  pum]3ing  within  atjuifers 
associated  with  the  stream  or  sj)rings. 
These  activities  could  affect  water 
depth,  velocity,  and  flow  patterns,  all  of 
which  are  essential  to  the  different  life 
stages  ofZuni  hlnehead  sucker. 

(2)  Actions  that  would  significantly 
increa.se  sediment  dejjosition  within  a 
stream  channel.  Such  activities  could 
include,  hut  are  not  limited  to: 

Exce.ssive  sedimentation  from  livestock 
grazing,  road  construction,  commercial 
or  urban  development,  channel 
alteration,  timber  harvest,  or  other 
watershed  and  flood])lain  disturbances. 
These  activities  could  adversely  affect 
rei)roduction  of  the  sjjecies  by 
preventing  hatching  of  eggs  through 
suffocation,  or  hv  eliminating  suitable 
habitat  for  egg  placement  by  Zuni 
hlnehead  sucker.  In  addition,  exce.ssive 
levels  of  sedimentation  reduce  or 
eliminate  algae  production  and  can 
make  it  difficult  for  the  Zuni  hlnehead 
sucker  to  locate  prey. 

(3)  Actions  tliat  result  in  the 
introduction,  spread,  or  augmentation  of 
nonnative  acjuatic  sjiecies  in  occupied 
stream  segments,  or  in  stream  segments 
that  are  hvdrologically  connected  to 
occupied  stream  segments,  even  iftho.se 
segments  are  occasionally  intermittent, 
or  introduction  of  other  species  tliat 
compete  with  or  prey  on  Zuni  hlnehead 
sucker.  Possible  actions  could  include, 
hut  are  not  limited  to:  Stocking  of 
nonnative  fi.shes,  stocking  of  sport  fi.sh, 
or  other  related  actions.  These  activities 
can  introduce  jjarasites  or  disea.se,  or 
affect  the  growth,  re|)roduction,  and 
survival  of  Zuni  hlnehead  sucker. 

(4)  Actions  that  would  significantly 
alter  channel  morphology.  Such 
activities  could  include,  hut  are  not 
limited  to:  Channelization, 
impoundment,  road  and  bridge 
construction,  mining,  dredging,  and 
destruction  of  riparian  vegetation.  These 
activities  may  lead  to  changes  in  water 
flows  and  levels  that  would  degrade  or 
eliminate  the  Zuni  hlnehead,  their 
habitats,  or  both.  The.se  actions  can  also 


lead  to  increased  .sedimentation  and 
degradation  of  the  water. 

(.5)  Actions  that  significantly  alter  the 
water  chemistry  of  the  active  channel. 
Such  activities  coidd  include  release  of 
chemicals,  biological  ))ollulants,  or 
other  substances  into  the  surface  water 
or  connected  groundwater  at  a  point 
source  or  by  di.s|)er.sed  relea.se  (nonj)oint 
source),  and  storage  of  chemicals  or 
pollutants  that  can  he  transmitted,  via 
surface  water,  groundwater,  or  air,  into 
critical  habitat.  These  actions  can  affect 
water  chemistry  and  the  prev  base  of  the 
Zuni  hlnehead  sucker. 

Exemptions 

Applicdtion  of  Section  4(a)(3)  ofilw  Act 

The  Sikes  Act  Improvement  Ac;t  of 
1997  (Sikes  Act)  (l(i  II.S.C.  H7()a) 
required  each  military  installation  that 
includes  land  and  water  suitable  for  the 
conservation  and  management  of 
natural  resources  to  complete  an 
integrated  natural  re.sources 
management  plan  (INRMP)  hv 
November  17,  2001.  An  INRMP 
integrates  imj)lementation  of  the 
military  mi.ssion  of  the  installation  with 
stewardship  of  the  natural  re.sources 
found  on  the  base.  Each  INRMP 
includes: 

(1)  An  asse.ssment  of  the  ecological 
needs  on  the  installation,  including  the 
need  to  provide  for  the  conservation  of 
listed  species; 

(2)  A  statement  of  goals  and  ])rioritie.s: 

(3)  A  detailed  description  of 
management  actions  to  he  implemented 
to  provide  for  these  ecological  iuukIs; 
and 

(4)  A  monitoring  and  adaptive 
management  j)lan. 

Among  other  things,  (xich  INRMP 
must,  to  the  extent  api)ropriate  and 
applicable,  provide  for  fi.sh  and  wildlife 
management;  fi.sh  and  wildlife  habitat 
enhancement  or  modification;  wetland 
])rotection,  enhancement,  and 
restoration  where  necessarv  to  support 
fi.sh  and  wildlife;  and  enforcement  of 
apjilicahle  natural  resource  laws. 

The  National  Dcd'ense  Authorization 
Act  for  Fiscal  Year  2004  (Pub.  L.  108- 
130)  amended  the  Act  to  limit  areas 
eligible  for  designation  as  critical 
hal)ltat.  Si)ecificallv,  section  4(a)(3)(B)(i) 
of  the  Act  (10  II.S.C.  1.533(a)(3)(B)(i)) 
now  ])rovide.s;  “Tin;  Secretary  shall  not 
designate  as  critical  habitat  any  lands  or 
other  geographic  areas  owned  or 
controlled  by  the  De])artment  of 
Defense,  or  designated  for  its  use,  that 
are  subject  to  an  integrated  natural 
resources  managcmient  plan  prepared 
under  section  101  of  the  Sikes  Act  (10 
II.S.C.  070a),  if  the  Secretary  determines 
in  writing  that  such  ])lan  jnovides  a 


benefit  to  the  species  for  which  critical 
habitat  is  proposed  for  designation.” 

There  are  no  De])artment  of  Defense 
lands  within  the  propo.sed  critical 
habitat  designation  for  Zuni  hlnehead 
sucker. 

Exclusions 

Application  oj  Section  4(h)(2)  of  the  Act 

Sciction  4(h)(2)  of  the  Act  states  that 
the  Secretary  shall  designate  and  make 
revisions  to  critical  habitat  on  the  basis 
of  the  best  available  scientific  data  after 
taking  into  consideration  the  economic 
impact,  national  .security  imjjact,  and 
any  other  relevant  impact  of  specifying 
any  })articular  area  as  critical  habitat. 
The  Secretary  may  exclude  an  area  from 
critical  habitat  if  he  determines  that  the 
benefits  of  such  exclusion  outweigh  the 
benefits  of  specifying  such  area  as  part 
of  the  critical  habitat,  unless  he 
determines,  based  on  the  best  scientific 
data  available,  that  the  failure  to 
designate  such  area  as  critical  habitat 
will  result  in  the  extinction  of  the 
sjjecies.  In  making  that  determination, 
the  statute  on  its  face,  as  wcdl  as  the 
legislative  history,  an;  clear  that  the 
Sec.retarv  has  broad  discretion  regarding 
which  factor(.s)  to  use  and  how  much 
weight  to  give  to  any  factor. 

Under  .section  4(b)(2)  of  the  Act,  we 
may  exclude  an  area  from  designated 
critical  habitat  based  on  economic 
impacts.  im])act.s  on  national  security, 
or  any  other  ndevant  imj)acts.  In 
considering  whether  to  exclude  a 
particular  area  from  the  designation,  we 
identifv  the  benefits  of  including  the 
area  in  the  tlesignation.  identifv  the 
benefits  of  excluding  the  area  from  the 
designation,  and  evaluate  whether  the 
benefits  of  exclusion  outweigh  the 
benefits  of  inclusion.  If  the  analysis 
indicates  that  the  benefits  of  exclusion 
outweigh  the  benefits  of  inclusion,  the 
Secretary  may  exercise  his  discretion  to 
exclude  the  area  only  if  such  exclusion 
woidd  not  result  in  the  extinction  of  the 
species. 

Exclusions  Based  on  Economic  Impacts 

Under  .section  4(b)(2)  of  the  Act.  we 
consider  the  economic  impacts  of 
specifying  any  particular  area  as  critical 
habitat.  In  order  to  consider  economic 
im})ac:ts.  we  are  jireparing  an  analysis  of 
the  economic  impacts  of  the  propo.sed 
critical  habitat  designation  and  related 
factors.  Potential  land  use  sectors  that 
may  be  affected  by  the  Zuni  bluehead 
sucker  critical  habitat  designation 
include  water  diversion  or 
impoundment  repairs,  fore.st 
management  (silvicultural  practices), 
fire  su])])re.ssion  activities,  road 
development,  grazing,  groundwater 
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agency  must  pul)li.sli  a  notice  of 
rulemaking  for  any  proposed  or  final 
rule,  it  must  prej)are  and  make  available 
for  j)ul)lic  comment  a  regulatory 
llexibility  analysis  that  dcxscribes  the 
effects  of  the  rule  on  small  entities 
(small  husinesses,  small  organizations, 
and  small  government  jurisdictions). 
However,  no  regulatory  flexibility 
analysis  is  re(]uired  if  the  head  of  the 
agency  certifies  the  rule  will  not  have  a 
significant  economic  imi)act  on  a 
substantial  numher  of  small  entities. 

The  S13REFA  amended  the  RFA  to 
nujuire  Federal  agencies  to  j)rovide  a 
certification  statement  of  the  factual 
basis  for  certifying  that  the  rule  will  not 
have  a  significant  economic  ini])act  on 
a  substantial  numher  of  small  entities. 

According  to  the  Small  Business 
Admini.stration,  .small  entities  include 
small  organizations  such  as 
independent  nonprofit  organizations; 
small  governmental  jiiri.sdictions. 
including  school  hoards  and  city  and 
town  governments  that  serve  fewer  than 
.50, (too  residents;  and  small  businesses 
(1.3  CFR  121.201).  Small  husine.sses 
include  such  businesses  as 
manufacturing  and  mining  concerns 
with  fewer  than  500  employees, 
whole.sale  trade  entities  with  fewer  than 
100  em])loyee.s.  retail  and  .service 
husines.ses  with  le.ss  than  S5  million  in 
annual  sales,  general  and  heavy 
construction  husines.ses  with  less  than 
$27.5  million  in  annual  business, 
special  trade  contractors  doing  le.ss  than 
$11.5  million  in  animal  business,  and 
forestry  and  logging  operations  with 
fewer  than  500  employees  and  annual 
business  less  than  $7  million.  To 
determine  whether  small  entities  may 
he  affected,  we  will  consider  the  tvpes 
of  activities  that  might  trigger  regulatory 
imjiacts  under  this  designation  as  well 
as  types  of  project  modifications  that 
may  result.  In  general,  the  term 
“significant  economic  impact”  is  meant 
to  apply  to  a  tyjiical  small  business 
firm’s  business  operations. 

Imjiortantly,  the  incremental  impacts 
of  a  rule  must  he  both  significant  and 
substantial  to  prevent  certification  of  the 
rule  under  the  RP’A  and  to  reciuire  the 
jirejiaration  of  an  initial  regulatory 
flexibility  analysis.  If  a  substantial 
numher  of  small  entities  are  affec:ted  hv 
the  jn'oposed  critical  habitat 
designation,  hut  the  ])er-entity  economic 
imjiact  is  not  significant,  the  Service 
may  certify.  Likewi.se,  if  the  per-entity 
economic  impact  is  likely  to  he 
significant,  hut  the  numher  of  affected 
entities  is  not  substantial,  the  Service 
may  also  certify. 

The  Service’s  current  under.standing 
of  recent  case  law  is  that  Federal 
agencies  are  only  reijuired  to  evaluate 


the  potential  impacts  of  rulemaking  on 
those  entities  directly  regulated  by  the 
rulemaking;  therefore,  thev  are  not 
reijuired  to  evaluate  the  jiotential 
imjiacts  to  tho.se  entities  not  directly 
regulated.  ’I’he  designation  of  critical 
habitat  for  an  endangered  or  threatened 
sjiecies  only  has  a  regulatorv  effect 
where  a  Federal  action  agencv  is 
involved  in  a  jiarticular  action  that  may 
affect  the  designated  critical  habitat. 
Under  the.se  circumstances,  only  the 
Federal  action  agency  is  directly 
regulated  by  the  designation,  and, 
therefore,  consi.stent  with  the  Service’s 
current  interjnetation  of  RFA  and  recent 
case  law,  the  Service  may  limit  its 
evaluation  of  the  jiotential  iinjiacts  to 
those  identified  for  Federal  action 
agencies.  Under  this  interpretation, 
there  is  no  requirement  under  the  RFA 
to  evaluate  the  jiotential  iinjiacts  to 
entities  not  directly  regulated,  such  as 
small  businesses.  However.  Executive 
Orders  1288(1  and  13583  direct  Federal 
agencies  to  assess  costs  and  benefits  of 
available  regulatorv  alternatives  in 
(juantitative  (to  the  extent  feasible)  and 
(jiialitative  terms,  (am.sequently,  it  is  the 
current  jiractice  of  the  Service  to  a.ssess 
to  the  extent  jiracticahle  these  jiotential 
imjiacts  if  sufficient  data  are  available, 
whether  or  not  this  analysis  is  believed 
by  the  Service  to  he  strictly  reijuired  hv 
the  RFA.  In  other  words,  while  the 
effects  analysis  required  under  the  RFA 
is  limited  to  entities  directly  regulated 
by  the  rulemaking,  the  effects  analysis 
under  the  Act,  consistent  with  the  EO 
regulatory  analysis  requirements,  can 
take  into  consideration  iinjiacts  to  both 
directly  and  indirectly  impacted 
entities,  where  jnacticahle  and 
reasonable. 

In  conclusion,  we  believe  that,  ha.seil 
on  our  interjiretation  of  directly 
regulated  entities  under  the  RFA  and 
relevant  case  law,  this  designation  of 
critical  habitat  will  only  directly 
regulate  Fetleral  agencies  which  are  not 
by  definition  small  husine.ss  entities. 
And  as  such,  we  certify  that,  if 
jn  oimdgated,  this  designation  of  critical 
habitat  would  not  have  a  significant 
economic  imjiact  on  a  substantial 
numher  of  small  husine.ss  entities. 
Therefore,  an  initial  regulatory 
flexibility  analysis  is  not  required. 
However,  though  not  nece.ssarily 
required  by  the  RFA,  in  our  draft 
economic  analvsis  for  this  jnojio.sal  we 
will  consider  and  evaluate  the  jiotential 
effects  to  third  jiarties  that  may  he 
involved  with  consultations  with 
Federal  action  agenc.ies  related  to  this 
action. 


Energy  Supply,  Distribution,  or  Use — 
Executive  Order  1321 1 

Executive  Order  13211  (Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Sujijily, 
Distribution,  or  Use)  requires  agencies 
to  j)rej)are  Statements  of  Energv  Effects 
when  undertaking  certain  actions.  We 
do  not  exjiect  the  designation  of  this 
jirojio.sed  critical  habitat  to  significantly 
affec.t  energy  sujijilies,  ilistrihution,  or 
use.  Therefore,  this  action  is  not  a 
significant  energy  action,  and  no 
Statement  of  Energy  Effects  is  required. 
However,  we  will  further  evaluate  this 
issue  as  we  conduct  our  ec.onomic 
analysis,  and  review  and  revise  this 
assessment  as  warranted. 

Unfunded  Mandates  Reform  Act  (2 
U.S.C.  1301  et  seq.) 

In  accordance  with  the  Unfunded 
Mandates  Reform  Act  (2  U.S.C.  1501  et 
seq.],  we  make  the  following  findings; 

(1)  This  jirojio.sed  rule  will  not 
jiroiluce  a  Federal  mandate.  In  general, 
a  Federal  mandate  is  a  jirovision  in 
legislation,  statute,  or  regulation  that 
would  imjiose  an  enforceable  duty  ujion 
State,  local,  or  tribal  governments,  or  the 
jirivale  .sector,  and  includes  both 
“Federal  intergovernmental  mandates” 
and  “Federal  jirivate  sector  mandates.” 
These  terms  are  defined  in  2  U.S.C. 
858(5)-(7).  “Federal  intergovernmental 
mandate”  includes  a  regulation  that 
“would  imjio.se  an  enforceable  duty 
ujion  State,  local,  or  tribal  governments” 
with  two  excejitions.  It  excludes  “a 
condition  of  Federal  a.ssistance.”  It  also 
excludes  “a  duty  arising  from 
jiarticijiation  in  a  voluntary  Federal 
jirogram.”  unless  the  regulation  “relates 
to  a  then-existing  Federal  jirogram 
under  which  $5()(),()()().0()()  or  more  is 
jirovideil  annually  to  State,  local,  and 
tribal  governments  under  entitlement 
authority,”  if  the  jirovision  would 
“increa.se  the  stringency  of  conditions  of 
assistance”  or  “jilace  cajis  upon,  or 
otherwise  decrease,  the  Federal 
Covernment’s  resjionsihility  to  jirovide 
funding.”  and  the  State,  local,  or  tribal 
governments  “lack  authority”  to  adjust 
accorilinglv.  At  the  time  of  enactment, 
the.se  entitlement  jirograms  were; 
Medicaid;  Aid  to  Families  with 
Dejiendent  Children  work  jirograins; 
Child  Nutrition;  Food  Stamjis;  Social 
Services  Block  Crants;  Vocational 
Rehabilitation  State  Crants;  Foster  (iare, 
Adojition  Assistance,  and  Imlejiundent 
Living;  Family  Sujijiort  Welfare 
Services;  and  Child  Sujijiort 
Enforcement.  “Federal  jirivate  sector 
mandate”  includes  a  regulation  that 
“would  impiKse  an  enforceable  duty 
ujion  the  jirivate  sector,  excejit  (i)  a 
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condition  of  Federal  assistance  or  (ii)  a 
duty  arising  from  |)artici])ation  in  a 
vt)luntary  Federal  |)rograin.’' 

The  designation  of  critical  habitat 
does  not  iinpo.se  a  legally  binding  duty 
on  non-Federal  Government  entities  or 
private  parties.  Under  the  Act.  the  only 
nigulatory  eflect  is  that  luMleral  agencies 
mu.st  ensure  that  their  actions  do  not 
destroy  or  adversely  modify  critical 
habitat  under  section  7.  While  non- 
Federal  entities  that  receive  Federal 
funding,  assistance,  or  permits,  or  that 
otherwise  recjuire  approval  or 
authorization  from  a  Fcuhnal  agency  for 
an  action,  may  he  indirectly  impacted 
by  the  designation  of  critical  habitat,  the 
legally  binding  duty  to  avoid 
destruction  or  adverse  modification  of 
critical  habitat  re.sts  .sciuarely  on  the 
Federal  agency.  Furthermoni.  to  the 
extent  that  non-Federal  entities  are 
indirectly  impacted  because  they 
receive  Federal  assi.stanc;e  or  ])articij)ate 
in  a  voluntary  Federal  aid  program,  tin; 
Unfunded  Mandates  Reform  Act  would 
not  apply,  nor  would  critical  habitat 
shift  the  co.sts  of  the  large  imtitlement 
programs  listed  above  onto  State 
governments. 

(2)  We  lack  the  available  economic 
information  to  determine  if  a  Small 
Government  Agency  Flan  is  recpiired. 
'I’herefore,  we  chder  this  finding  until 
completion  of  the  draft  economic 
analysis  is  prepared  under  section 
4(t))(2)  of  the  Act. 

l'(ikin<’s — Hxticutiva  Ordt^r  12630 

In  accordance  with  Excuaitive  Order 
12(i3()  (Government  Actions  and 
Interfenmce  with  (Constitutionally 
Frotected  Frivate  Fro])erty  Rights),  we 
will  analyze  the  potential  takings 
implications  of  ilesignating  critical 
habitat  for  the  Zuni  hluehead  sucker  in 
a  takings  implications  assessment.  The 
draft  economic  analysis  will  jirovide  the 
foundation  for  us  to  ii.se  in  i)re])aring  a 
takings  im])lication  asse.ssment.  Gritical 
habitat  designation  does  not  affect 
landowner  actions  that  do  not  require 
Federal  funding  or  permits,  nor  does  it 
preclude  develo])ment  of  habitat 
conserx'ation  programs  or  issuance  of 
incidental  take  j)ermits  to  permit  actions 
that  do  recpiire  Federal  funding  or 
permits  to  go  forward. 

I'(xh^i'(tlisiu — Ex(H:utive;  ()id(U'  13132 

In  accordance  with  Executive  Order 
15152  (Fculeralism),  this  proposcul  rule 
does  not  have  significant  Federalism 
effects.  A  Federalism  a.s.sessment  is  not 
retpured.  In  keejiing  with  Department  of 
the  Interior  and  De])artment  of 
(Commerce  policy,  we  recpiested 
information  from,  and  c;oordinated 
development  of,  this  j)ropo.sed  critical 


habitat  designation  with  appro|)riate 
State  resource  agencies  in  Ncnv  Mexico 
and  Arizona.  The  designation  of  critical 
habitat  in  areas  currently  occu|)ied  by 
tlu!  Zuni  hluehead  sucker  imposes  no 
additional  restrictions  to  those  cairrently 
in  placj!  and.  therefore,  has  little 
increimmtal  im|)act  on  State;  and  local 
goveirnmmits  and  their  activities.  The 
designation  mav  have;  some  Ixaiefit  to 
these  gen'ernments  because  the;  are;as 
that  e;e)ntain  the  physical  e)r  hieeleegical 
ie;ature;s  e;ssential  te;  the;  e:e)nserv<itie)n  e)f 
the;  s])e;e:ie;s  are;  more;  e:le;cirly  ele;fine;el, 
anel  the;  e;leme;nt.s  e)f  the  fe;ature;.s  of  the; 
habitat  ne;e;e;ssary  te)  the;  e:e)nservatie)n  e)f 
the;  spe;e:ie;s  are;  s])e;e:ifie:ally  ielentifieel. 
This  infe)rmatie)n  ele)e;.s  ne)t  alter  where; 
anel  what  fe;el(;rally  sponseereel  ae’.tivitie;s 
may  e)e:cur.  Howeve;r,  it  may  assist  le)e;al 
governments  in  long-range  planning 
(rathe;r  than  having  them  wait  leer  e:ase- 
l)y-e;ase;  se;e:tie)n  7  e:e)nsultatie)ns  te) 
e)ce;ur). 

Whe;re;  State;  anel  le)e;al  geevernments 
re;ciuire  appre)val  eer  authen  iziitie)!!  fre)m  a 
Fe;ele;ral  agene;y  fen’  ae:tie)ns  that  mav 
affe;ct  critie;al  habitat,  e;e)nsultation 
uneler  see:tie)n  7(a)(2)  weeidel  he;  re;eiuire;el. 
While;  ne)n-Fe;ele;ral  e;ntitie;s  that  re;e:e;ive; 
Feeleral  funeling,  assistiinea;,  eer  permits, 
e)r  that  otherwise;  re;eieiire;  appreeval  e)r 
cuitheerizatieen  fre)m  a  Feele;ral  iigencv  fen' 
an  ae;tie)n.  may  he;  inelire;e:tly  im]);ie:te;d 
by  the  elesigiiiitieni  of  critie;al  heihitat,  the; 
le;gally  hineling  eluty  te)  ave)id 
elestrue;tie)n  e)r  aelver.se;  me)elifie:atie)n  e)f 
e:ritie:al  habitat  re;sts  seiuare;ly  e)n  the; 
Fe;eie;ral  iigency. 

('Avil  Justice  Refonn — Executive  Order 
12086 

In  ae:e:e)rdance  with  Exe;e:utive  Oreler 
129H5  ((Civil  Justiex;  Refe)rm).  the  ()ffie:e; 
of  the  Se)lie;itor  has  eletermineel  that  the 
rule  eloes  not  unduly  burden  the  judicial 
systenn  and  that  it  mee;ts  the 
re;quire;ments  of  se;ctie)ns  5(a)  anel  5(1))(2) 
of  the  Orele;r.  We  are  elesignating  critical 
habitat  in  acceerelance  with  the 
preevisions  of  the  Ae:t.  Te)  assist  the 
l)ul)lic  in  understaneling  the  habitat 
needs  of  the  .s])ecies.  the  rule  iele;ntifies 
the;  ele;me;nts  e)f  physie:al  or  l)iole)gie:al 
features  essential  to  the;  ceen.servatieen  e)f 
the  spe;e:ies.  The;  elesignate;d  areas  of 
e:ritie:al  habitat  iire  ])rese;nteel  e)n  maps, 
anel  the;  ride  pre)vides  seiveral  e)])tions  leer 
the  inte;re;st(;d  public  te)  obtain  more; 
detaileel  loi:atie)n  information,  if  ele;sire;el. 

Puperwork  Reduction  Act  of  1005  (44 
IJ.S.C.  3501  et  seq.j 

This  rule  doe;s  not  e;ontain  ;mv  new 
e;olle;e:tie)ns  e)f  information  that  re;quire; 
approval  by  ()M13  under  the  Faperweerk 
Re;elui:tie)n  Ae:t  of  l‘)9.5  (44  U.S.CC.  5.501 
et  seq.).  This  rule  will  not  imjieese 
recorelkeej)ing  or  rejieerting  reejuirements 


e)n  .State;  e)r  loe:al  ge)ve;rnme;nts, 
inelivieluals,  businesses,  e)r 
e)rganizatie)ns.  An  iige;ne:y  may  ne)t 
e:e)neluct  e)r  speensor,  anel  a  ])e;rse)n  is  ne)t 
re;eiuire;el  te)  re;si)e)nel  te),  a  ce)lle;e:tie)n  e)f 
infe)rmiitie)n  unless  it  elisplays  a 
e:urre;ntly  valiel  OMB  e:e)ntrol  number. 

Notional  Environmental  Poliev  Act  (42 
U.S.C.  4321  et  seq.) 

It  is  e)ur  positie)n  that,  outsiele;  the; 
juriseiie:tion  e)f  the;  U.S.  Gourt  e)f  Appe;als 
lor  the;  Te;nth  (Cireuiit.  we;  eh)  ne)t  neeel  te) 
prepare;  e;nvironme;ntal  analyse;s 
])ursuant  to  NEFA  in  e:onne;ctie)n  with 
elesigmiting  ea  itical  habitat  uneler  the 
Endange;re;el  .Spe;cie;s  Act.  We  puhlisheel 
a  notice;  eeutlining  e)ur  re;asons  for  this 
de;te;rmi nation  in  the  Federal  Register 
e)n  Oe-.toher  25,  1985  (48  FR  49244).  This 
position  was  u])he;lil  by  the  U..S.  (Court 
of  Appeals  for  the  Ninth  Gireaiit 
(nou<>las  County  v.  Rabbitt,  48  F.5el 
1495  (9th  Gir.  1995),  e:e;rt.  elenieel  510 
U..S.  1042  (1990)).  However,  when  the 
range  of  the;  spe;e:ie;s  inedueles  .States 
within  the  Te;nth  Gireaiit,  sui;h  as  that  e)f 
the  Zuni  l)lue;he;ad  sue:ke;r,  uneler  the 
Ti;nth  Gireaiit  ruling  in  Catron  Countv 
Hoard  of  Conunissioners  v.  U.S.  Eish 
and  Wildlife  Service.  75  F.5el  142t)  (10th 
Gir.  lotto),  we  will  unelertake;  ei  NEFA 
analysis  ie)r  e:ritical  habitat  ele;.signation 
anel  ne)tify  the;  ])ul)lic  e)f  the;  availahilitv 
e)f  the;  draft  envireenmeaital  asse;ssme;nt 
fe)r  this  j)ro))e)sal  when  it  is  finished. 

Covernment-to-Coverninent 
Relationship  With  Tribes 

In  ae:ea)relance  with  the  Fresielent’s 
memoranehnn  of  A])ril  29,  1994 
((Ce)ve;rnme;nt-to-(Ce)vernme;nt  Relations 
with  Niitive  American  Tribal 
(Ce)vernments:  59  FR  22951),  Exe;eaitive 
Order  15175  (("onsultatieen  and 
Geeordinafion  With  Indian  Tribal 
(Covernments),  and  the  Department  of 
the;  Interior's  manual  at  512  DM  2,  we 
reaelily  acknowleelge  e)ur  re;sponsil)ilitv 
te)  communie;ate  meaningfully  with 
re;ea)gnized  Feeleral  Tribes  e)n  a 
government-to-goveirnment  hiisis.  In 
ai:ce)relanea;  witli  Se;cretarial  Oreler  5200 
of  June  5,  1997  (American  Indian  Tribal 
Rights,  Feeleral-Trihal  Trust 
Re;s])onsil)ilitie;s,  and  the;  Endangereel 
.Spe;e:ie;.s  Act),  we;  re;aelily  acknowleelge 
e)ur  re;,spe)nsil)ilities  to  work  eliree:tlv 
with  trit)e;s  in  ele;vele)])ing  ])re)grams  lor 
lu;althv  e;e:osy.ste;ms,  to  ae:kiu)wleelge  that 
tribal  lands  are  ne)t  sul)jee:t  to  the  same 
ce)ntre)l.s  as  Feeleral  public  lanels,  te) 
re;main  .sensitive  to  Inelian  culture,  anel 
te)  make  information  available  te)  tribes. 

There;  are  tribal  lanels  in  Arize)na  anel 
Ne;w  Me;xie;e)  inclueleel  in  this  pre)])oseel 
elesignation  e)f  e;ritie:al  habitat.  Using  the; 
ea  iteria  ie)unel  in  the  Criteria  Used  To 
Identify  Critical  Habitat  .see;tion,  we 
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have  (l(!t(!rmiiuHi  that  tlioro  an;  tribal 
lands  that  are  occupied  hv  the  Zuni 
hhiehead  sucker  that  contain  the 
features  essential  for  the  conservation  of 
the  s|M;cies,  as  well  as  tribal  lands 
inu)ccn])ied  by  the  species  at  the  time  of 
listing  that  an;  es.sential  for  the 
conservation  of  the  Zuni  hhiehead 
sucker.  VVe  have  begun  government-to- 
govi;rnnient  consultation  with  these 
tribes  throughout  the  public  comment 
period  and  during  development  of  the 
final  designation  of  Zuni  tiluehead 
sucker  critical  habitat.  We  will  consider 
these  areas  for  exclusion  from  the  final 
critical  habitat  designation  to  the  extent 
consistent  with  the  re(]iurements  of 
section  4(h)(2)  of  the  Act.  The  Navajo 
Nation  and  Zuni  Pueblo  are  the  main 
tribes  affected  by  this  jiroposed  rule.  VVe 
sent  notification  letters  in  July  2012  to 
each  tribe  describing  the  exclusion 
]3rocess  under  section  4(h)(2)  of  the  Act. 
and  we  have  engaged  in  conversations 
with  both  tribes  about  the  proposal  to 
the  extent  possible  without  disclosing 
predecisional  information.  We 
coordinated  with  the  Navajo  Nation  in 
May  2012  to  coordinate  snrvevs  on 
Navajo  lands.  Additionally.  w(;  are 
working  with  Zuni  Pueblo  to  develop  a 
management  plan  for  their  lands.  We 
will  schedule  meetings  with  the.se  tribes 
and  any  other  interested  tribes  shortlv 
after  ])ul)lication  of  this  proposed  rule 
so  that  we  can  give  them  as  much  time 
as  possible  to  comment. 

Clarity  oflha  Ihih 

We  are  nKpiired  hv  l-ixecutive  Orders 
12800  and  12988  and  by  the 
Presidential  Memorandum  of  June  1, 
1998,  to  write  all  rules  in  ])lain 
language.  This  means  that  each  rule  we 
liublish  must: 

(1)  Be  logically  organized: 

(2)  Use  the  active  voice  to  address 
readers  directly: 

(3)  lJ.se  clear  language  rather  than 
jargon: 

(4)  Be  divided  into  .short  sections  and 
sentences:  and 

(.5)  Use  lists  and  tables  wherever 
possible. 

If  you  feel  that  we  have  not  met  these 
r(;(|uirements.  send  us  comments  hv  one 
of  the  methods  listed  in  the  ADDRESSES 
.section.  'I'o  better  help  us  revise  the 
rule,  your  comments  should  he  as 
specific  as  possible.  For  exainjile,  you 
should  tell  us  the  numbers  of  the 
.sections  or  paragrajjhs  that  are  unc:learlv 
written,  which  .sections  or  sentences  are 
too  long,  the  sections  where  you  feel 
lists  or  tables  would  he  useful,  etc. 
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List  of  Subjects  in  50  (iFR  Part  17 

Endangered  and  threatened  sjiecies, 
Ex])orts.  Imjiorts,  Re])orting  and 
rcicordkeejhng  recpiirements. 
Transportation. 

Proposed  Regulation  Promulgation 

Accordingly,  we  propose  to  amend 
part  17,  snhchapter  B  of  chapter  1.  title 
50  of  the  Code  of  Federal  Regulations, 
as  set  forth  below: 

PART  17— [AMENDED] 

■  1.  The  authority  citation  for  jiart  17 
c;ontinues  to  read  as  follows: 

Authority:  18  U.S.C.  i:}()l-1407;  1.5:n- 
1.544;  and  4201-424.5,  unless  ollierwisc; 
noted. 

■  2.  In  §  17.95,  amend  paragra})h  (e)  hv 
adding  an  entry  for  “Zuni  hhiehead 
sucker  [Catostoiniis  (iiscohaliis 
yarrowi)”  after  the  entry  for  "Warner 
.Sucker  (Calostoinas  waniaivnsis]”  to 
read  as  follows; 

§  17.95  Critical  habitat — fish  and  wildlife. 

***** 

(e)  Fishas. 

***** 


Zuni  hhiehead  sucker  (Catosioniiis 
(liscohohis  yarrowi) 

(1)  Critical  habitat  units  are  dejjicted 
for  Apache  County,  Arizona,  and  Cibola. 
McKinley,  and  .San  Juan  Counties.  New 
Mexico,  on  the  maps  below. 

(2)  Within  these  areas,  the  primary 
con.stituent  elements  of  the  jibysical  or 
biological  features  es.sential  to  the 
conservation  of  the  Zuni  hhiehead 
Slicker  consist  of  three  components; 

(i)  A  riverine  system  with  habitat  to 
support  all  life  stages  of  Zuni  hhiehead 
Slicker,  which  includes: 

(A)  Dynamic  flows  that  allow  for 
periodic  changes  in  channel 
morphology  and  adeijuate  river 
functions,  such  as  channel  reshaping 
and  delivery  of  coarse  sediments. 

(B)  .Stream  courses  with  perennial 
Hows,  or  areas  that  may  he  |)eriodically 
dewatered  but  serve  as  connective 
corridors  hiitween  occupied  or 


.sea.sonally  occupied  habitat  and  through 
which  the  species  may  move  when  the 
habitat  is  wetted. 

(C)  .Stream  microhahitat  ty})es 
including  runs,  riffles,  and  pools  with 
substrate  ranging  from  gravel,  cobble 
and  bedrock  substrates  with  low  or 
moderate  amounts  of  fine  .sediment  and 
substrate  embeddedness. 

(D)  .Streams  with  deiiths  generally  less 
than  2  m  (3.3  ft),  and  with  slow  to  .swift 
Ilow  velocities  le.ss  than  35  cm/sec  (1.1 

ft /.sec). 

(E)  Clear,  cool  water  with  low 

turhidity  and  temperatures  in  the 
general  range  of  9.0  to  28.0  (48.2  to 

82.4  °F). 

(F)  No  harmful  levels  of  pollutants. 

(G)  Adeipiate  riparian  shading  to 
reduce  water  temperatures  when 
ambient  temperatures  are  high  and 
provide  protective  cover  from  predators. 

(ii)  An  abundant  aipiatic  insect  food 
ha.se  consisting  of  fine  particulate 
organic  material,  filamentous  algae, 
midge  larvae,  caddisfly  larvae,  mayfly 
larvae,  flatworms,  and  small  terre.strial 
insects. 

(iii)  Areas  devoid  of  nonnative  aipiatic 
species  or  areas  that  are  maintained  to 
kejit  nonnatives  at  a  level  that  allows 
the  Zuni  hhiehead  sucker  to  continue  to 
survive  and  reproduce. 

(3)  Critical  habitat  does  not  include 
manmade  .structures  (such  as  bridges, 
docks,  and  aipieducts)  and  the  land  on 
which  they  are  located  existing  within 
the  legal  houndaries  on  jDA'l’E  30  DAY.S 
AFTER  THE  DATE  t)F  FUBLICATION 
OF  THE  FINAL  RULE  IN  THE  Federal 
Register). 

(4)  Critical  habitat  map  anits.  Data 
layers  defining  ma})  units  were  created 
on  a  base  of  U.SGS  digital  ortho-jdioto 
(juarter-quadrangles,  and  critical  habitat 
units  were  then  mapjied  using  Universal 
3Tansver.se  Mercator  (Ul’M)  Zone  15N 
coordinates.  The  majis  in  this  entry,  as 
modified  by  any  accompanying 
regulatory  text,  estahli.sh  the  houndaries 
of  the  critical  habitat  designation.  The 
coordinates  or  plot  points  or  both  on 
which  each  map  is  ha.sed  are  available 
to  the  ])ut)lic  at  the  .Service’s  Internet 
site,  [http://www.fws.guv/soathwcst/cs/ 
NcwMc.xico/) .  [http:// 
www.rcgaIations.gov  at  Docket  No. 
F\V.S-R2—E.S-2()1 3-002  and  at  the  New 
Mexico  Ecological  .Services  Field  Office. 
You  mav  obtain  field  office  location 
information  by  contacting  one  of  the 
.Service  regional  offices,  the  addresses  of 
which  are  listed  at  50  CFR  jiart  22. 

(5)  Note:  Index  of  critical  habitat  units 
for  the  Zuni  hhiehead  sucker  follows: 
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Zuni  Bluehead  Sucker  Critical  Habitat 
Overview' 


Unit  3:  San  Juan 
Rivei'  Unit 


Unit  2;  Kinlichee 
Creek  Unit 


NEW 
MEXK  O 


VRIZONA 


Aa'oa  fie  mold 
Spi  /.'UVs— 


Tam  pica 
Spripg 


1  Unit  1:  Zuni 
River  Unit 


Critical  Habitat 


•  [  •  Springs 

-  Major  Roads 

[  J  State  Boundary 

[  J  County  Boundaiy 


KmO  6  12  18  24 


(0)  Unit  1;  Zuni  River  Unit,  McKinley 
and  Cii)ola  Counties.  New  Mexico.  Ma]) 
ol  Unit  1  follows: 
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Zuni  Bluehead  Sucker  Critical  Habitat 

Unit  1 


Critical  Habitat 


Major  Roads 


j_  !  State  Boundary 
[  J  County  Boundary 


Ml  0  2  4 


Km  0  2  4  6  8 


(7]  Unit  2:  Kinliehoe  Creek  Unit,  and  San  )uan  Counties,  New  Mexico. 

Anaclie  Ciountv,  Arizona,  and  McKinley  Maj)  of  Unit  2  follows: 
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Zuni  Bluehead  Sucker  Critical  Habitat 
Units  2  and  3 


Detailed  Area 


Unit  3;  San  Juan 
River  Unit 

^  Canyon  de  Chelly  Subunit 
^  Little  Whiskey  Creek  Subunit 


Unit  2:  Kinlichee 
Creek  Unit 

|aj  Kinlichee  Creek  Subunit 
Red  Clay  Wash  Subunit 
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(8)  Unit  3:  San  Juan  River  Unit, 

Apaclu;  County,  Arizona,  anil  San  )nan 
County,  New  Mexico.  Map  ol  Unit  3  is 
provided  at  ])aragra])h  (7)  of  this  entry. 
***** 

Datiul:  laiuiarv  1,5.  2013. 

Michiiel  liiuin. 

Acting  PvincijHil  Deputy  Assistant  Secretary 
for  Fish  Wildlife  and  Parks. 

|I•'R  Hoc.  201 :)-()! 302  Kilod  1-24-13:  :iin| 

BILLING  CODE  4310-55-P 

DEPARTMENT  OF  THE  INTERIOR 
Fish  and  Wildlife  Service 
50CFR  Parti? 

[Docket  No.  FWS-R2-ES-2012-0101; 
4500030113] 

RIN  1018-AY25 

Endangered  and  Threatened  Wildlife 
and  Plants;  Proposed  Endangered 
Status  for  the  Zuni  Bluehead  Sucker 

agency:  Fisli  and  Wildlife  Service, 
Interior. 

ACTION:  Proposed  rule. 

summary:  We,  the  U.S.  Fish  and 
Wildlife  Service,  projiose  to  list  the 
Zuni  bluehead  sucker  as  an  endangered 
.s])ecies  under  the  Endangered  Sjiecies 
Act  and  ])ro])ose  to  designate  critical 
habitat  for  the  species.  If  we  finalize  this 
rule  as  jnojiosed,  it  would  extend  the 
Act’s  protections  to  this  subs])ecies  and 
its  critical  habitat.  The  effect  of  these 
regulations  will  be  to  conserve  the  Zuni 
bluehead  sucker  and  jirotect  its  habitat 
under  the  Act. 

DATES:  We  will  accejit  connnents 
received  or  postmarked  on  or  hefore 
March  20.  2013.  Comments  submitted 
electronically  using  the  Federal 
eRulemaking  Portal  (.see  ADDRESSES 
.section,  below)  must  be  received  by 
11:59  p.m.  Eastern  Time  on  the  closing 
date.  We  must  receive  requests  for 
public  hearings,  in  writing,  at  the 
address  shown  in  FOR  FURTHER 
INFORMATION  CONTACT  by  March  11, 

2013. 

ADDRESSES:  You  may  submit  comments 
by  one  of  the  following  methods: 

(1)  Electronicallv:  ViO  to  the  Federal 
eRulemaking  Portal:  blip:// 

WWW. wguUd ions. gov .  In  the  Search  box, 
enter  FVVS-R2-ES-2012-0101,  which  is 
the  docket  number  for  this  rulemaking. 
Then,  in  the  Search  panel  on  the  left 
side  of  the  .screen,  under  the  Document 
Type  heading,  click  on  the  Proposed 
Rules  link  to  locate  this  doenment.  Yon 
may  submit  a  comment  by  clicking  on 
“Comment  Now!” 


(2)  Bv  hol'd  copy:  Submit  by  U.S.  mail 
or  hand-deliverv  to:  Public  (Comments 
Processing.  Attn:  FWS-R2-ES-2()12- 
0101;  Division  of  Policy  and  Directives 
Management;  U.S.  Fish  and  Wildlife 
Service;  4401  N.  Fairfax  Drive.  MS 
2042-PDM;  Arlington,  VA  22203. 

We  reiiuest  that  you  send  comments 
only  by  the  methods  de.scribed  above. 

We  will  i)o.st  all  comments  on  blip-.// 
www.rogiiIotions.gov.  This  generallv 
means  that  we  will  post  any  personal 
information  yon  ])rovide  ns  (see  the 
Public  (iomments  section  below  for 
more  information). 

FOR  FURTHER  INFORMATION  CONTACT: 

Wally  “I”  Murjihy,  Field  Supervisor, 

U.S.  Fish  and  Wiidlife  Service,  New 
Mexico  Ecological  Services  E’ield  Office, 
2105  Osnna  NE..  Albnijneriiue,  NM 
87113,  by  telephone  50.5-348-2525  or 
by  facsimile  5()5-34()-2542.  Persons 
who  use  a  telecoinmnnications  device 
for  the  deaf  (TDD)  may  call  the  Federal 
hdbrmation  Relav  Service  (FIRS)  at 
800-877-8339. 

SUPPLEMENTARY  INFORMATION: 

Executive  Summary 

Why  n  e  nood  to  publisb  o  riilo.  Under 
the  Act,  if  a  species  is  detm  inined  to  be 
an  endangered  or  threatened  s])ecie.s 
throughout  all  ora  significant  portion  of 
its  range,  we  are  required  to  promptlv 
publish  a  pro])o.sal  in  the  Federal 
Register  and  make  a  determination  on 
onr  ])ropo,sal  within  1  year.  (Critical 
habitat  shall  be  designated,  to  the 
maximum  extent  prudent  and 
determinable,  for  any  species 
determined  to  be  an  endangered  or 
threatened  ,s])ecie.s  under  the  Act. 

Listing  a  species  as  an  endangered  or 
threatened  species  and  designations  and 
revisions  of  critical  habitat  can  only  be 
comjdeted  by  issuing  a  rule.  Elsewhere 
in  today’s  Federal  Register,  we  propose 
to  designate  critical  habitat  for  the  Ziini 
bluehead  sucker  under  the  Act. 

This  rnlo  consists  of:  (1)  A  pro})osed 
rule  to  li.st  the  Zuni  bluehead  sucker 
(dotostonnis  discobolus  vorrowi)  as  an 
endangered  sjjecies:  and  (2)  a  proposed 
rule  for  designation  of  critical  habitat  for 
the  Zuni  bluehead  sucker.  The  Zuni 
bluehead  sucker  is  a  candidate  species 
for  which  we  have  on  file  siifficient 
information  on  biological  vnlnerabilitv 
and  threats  to  supjiort  prejiaration  of  a 
listing  propo.sal,  but  for  which 
develojmient  of  a  li.sting  regulation  has 
been  precluded  by  other  higher  jiriority 
li.sting  activities.  This  rule  rea.ssesses  all 
available  information  regarding  status  of 
and  threats  to  the  Zuni  bluehead  sucker. 

Tbo  bosis  for  onr  oction.  Under  the 
Act,  we  can  determine  that  a  species  is 
an  endangered  or  threatened  species 


based  on  any  of  five  factors:  (A)  The 
present  or  threatened  destruction, 
modification,  or  curtailment  of  its 
habitat  or  range;  (B)  Uverntilization  for 
i:ommercial,  recreational,  scientific,  or 
educational  j)nrpo.ses;  (C)  Disea.se  or 
predation;  (D)  The  inadeijuacy  of 
exi.sting  regulatory  mechanisms;  or  (E) 
Other  natural  or  manmade  factors 
affecting  its  continued  existence. 

We  have  determined  that  the  Zuni 
bluehead  sucker  is  threatened  by 
Factors  A.  C.  D,  and  E. 

will  sock  poor  review.  We  are 
.seeking  comments  from  knowledgeable 
individuals  with  scientific  experti.se  to 
review  our  analysis  of  the  best  available 
.science  and  application  of  that  science 
and  to  provide  any  additional  .scientific 
information  to  improve  this  proposed 
rule.  Because  we  will  consider  all 
comments  and  information  received 
during  the  comment  ])eriod.  onr  final 
determinations  may  differ  from  this 
jiropo.sal. 

Information  Requested 

We  intend  that  any  final  action 
resulting  from  this  proposed  rule  will  be 
basiul  on  tbe  be.st  scientific  and 
commercial  data  available  and  be  as 
accurati!  and  as  effective  as  possible. 
Thiirefore,  we  request  comments  or 
information  from  the  iniblic.  other 
concerniul  governmental  agencies. 

Native  American  tribes,  the  scientific 
community,  industry,  or  any  other 
interested  partiiLS  concerning  this 
pro])o.sed  rule.  We  particularlv  seek 
connnents  concerning: 

(1)  The  Zuni  bluehead  sucker’s 
biology,  range,  and  jiopulation  trends, 
including: 

(a)  Habitat  requirements  for  feeding, 
breeding,  and  sheltering: 

(b)  Genetics  and  taxonomy: 

(c)  1  li.storical  and  current  range 
including  di.stribution  jiatterns; 

(d)  Historical  and  current  jiojndation 
levels,  and  current  and  jirojected  trends; 
and 

(e)  Fa.st  and  ongoing  conservation 
measures  for  the  species,  its  habitat  or 
both. 

(2)  The  factors  that  are  the  basis  for 
making  a  listing  determination  for  a 
species  under  section  4(a)  of  the  Act  (Ki 
U.S.G.  1531  of  soq.).  which  are: 

(a)  The  present  or  threatened 
destruction,  modification,  or 
curtailment  of  its  habitat  or  range; 

(b)  Overutilization  for  commercial, 
recreational,  scientific,  or  educational 
imrposes: 

(c)  Disea.se  or  predation; 

(d)  The  inadeijiiacy  of  exi.sting 
regulatory  mechanisms;  or 

(e)  Other  natural  or  manmade  factors 
affecting  its  continued  existence. 
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(3)  lliological,  commercial  trade,  t)r 
other  relevant  data  concerning  any 
threats  (or  lack  thereoil  to  this  species 
and  existing  regulations  that  may  la; 
addressing  those  threats. 

(4)  Additional  inlormation  concerning 
the  historical  and  current  status,  range, 
distrihution.  and  pojjidation  size  of  this 
species,  including  the  locations  of  any 
additional  populations  of  this  species. 

(5)  Any  information  on  the  biological 
or  ecological  recjnirements  of  the 
sj)(!cies.  and  ongoing  conservation 
measures  for  the  species  and  its  habitat. 

Please  include  sufficient  information 
with  your  submission  (such  as  scientific 
journal  articles  or  other  iJiihiicationsj  to 
allow  us  to  verify  any  scientific  or 
commercial  information  yon  include. 

Please  note  that  submissions  merely 
stating  snpjiort  for  or  o])]iosition  to  the 
action  under  consideration  without 
providing  supporting  information, 
although  noted,  will  not  he  considered 
in  making  a  determination,  as  section 
4(h)(1)(A)  of  the  Act  directs  that 
determinations  as  to  whcither  any 
sjiecies  is  a  threatened  or  endangered 
species  must  he  made  “solely  on  the 
basis  of  the  he.st  scientific  and 
commiircial  data  available." 

You  may  submit  your  comments  and 
materials  concerning  this  proposed  rule 
by  one  of  the  methods  listed  in  the 
ADDRESSES  .section.  We  recpiest  that  von 
send  comments  only  by  the  methods 
described  in  the  ADDRESSES  section. 

If  yon  submit  information  via  litip:// 
n'mr./’egn/o/yon.s’.«o\'.  your  entire 
snhmission — including  any  personal 
identifying  information — will  he  jiosted 
on  the  Web  site.  If  your  suhmi.ssion  is 
made  via  a  hardcojiy  that  includes 
personal  identifying  information,  you 
may  recjue.st  at  the  top  of  your  document 
that  we  withhold  this  information  from 
])uhlic  review.  However,  we  cannot 
guarantee  that  we  will  he  able  to  do  so. 
\Ve  will  po.st  all  liardco]))’  submissions 
on  http:/ / WWW. legiihitions. gov.  Please 
include  sufficient  information  with  your 
comments  to  allow  ns  tt)  verify  any 
scientific  or  commercial  information 
yon  include. 

(Comments  and  materials  we  receive, 
as  well  as  supporting  documentation  we 
us(!d  in  ])rej)aring  this  ])ro])osed  rule, 
will  h(!  available  for  public  inspection 
on  http:/ / www.ivgiihitions.gov .  or  by 
a|)pointment.  during  normal  husine.ss 
hours,  at  the  II.S.  Fi.sh  and  Wildlife 
S(!rvice.  New  Mexico  Ideological 
.Services  Field  Office  (see  FOR  FURTHER 
INFORMATION  CONTACT). 

Previous  Federal  Actions 

We  identifi(;d  the  Zuni  hluehead 
sucker  as  a  Category  2  sjiecies  in  the 
.September  18,  1985,  Review  of 


Vertebrate  Wildlife;  Notice  of  Review 
(.50  FR  37958).  Category  2  (landidates 
were  defined  as  species  for  which  we 
had  information  that  pro])o.sed  listing 
was  po.ssihly  a|)pro])riate,  hut 
conclusive  data  on  i)iological 
vulnerability  and  thuiats  were  not 
available  to  sup|)ort  a  proposed  rule  at 
the  tinu!.  The  spiicies  remained  so 
designatcul  in  snhsiujuent  annual 
(Candidate  Notices  of  Review  (CNOR) 

(54  FR  554.  (anuarv  0,  1989;  50  l-'R 
58804,  NovemlMM-  21,  1991;  and  59  FR 
58982,  Novemhea-  15.  1994).  In  the 
February  28,  199(i.  C;N()R  (01  FR  7590), 
we  di.scontimmd  the  designation  of 
Category  2  species  as  candidates; 
therefore,  the  Znni  hluehead  sucker  was 
no  longer  a  candidate  s])ecie.s. 

.Suh.sequently,  in  2001,  the  Znni 
hluehead  .sucker  was  added  to  the 
candidate  list  (00  FR  54807,  October  30, 
2001).  Candidates  are  those  fish, 
wildlife,  and  plants  for  which  we  have 
on  file  sufficient  information  on 
biological  vulnerahilitv  and  threats  to 
sup])ort  i)re])aration  of  a  listing 
|)ropo.sal,  hut  for  which  develo])ment  of 
a  listing  regulation  is  precluded  by  other 
higher  j)riority  listing  activities.  The 
Zuni  hluehead  sucker  was  included  in 
all  of  onr  suh.secpient  annual  (INORs  (07 
FR  40057,  )une  13.  2002;  09  FR  24875, 
May  4,  2004;  70  VR  2480‘),  May  11, 

20(15;  71  FR  53750,  .September  1 2,  2000; 
72  FR  09033,  Decemlxir  0,  2007;  73  FR 
75175,  December  10,  2008;  74  FR  57803, 
Novemlaa-  9.  2009;  75  FR  09221, 
November  10,  2010;  and  70  FR  00370, 
October  20.  2011).  On  May  11.  2004.  we 
were  petitioned  to  list  Znni  hluelujad 
sucker,  although  no  new  information 
was  j)rovided  in  the  petition.  Becau.se 
we  had  already  found  the  species 
warranted  proposed  listing,  no  further 
action  was  taken  on  the  petition.  Zuni 
hluehead  sucker  has  a  listing  priority 
numher  of  3,  which  reflects  a  snhsjjecies 
with  threats  that  are  both  imminent  and 
high  in  magnitude. 

Elsewhere;  in  today’s  Federal  Register, 
we  propo.se  to  d(;signate  critical  habitat 
for  the  Zuni  hluehead  sucker  under  the 
Act. 

Status  Assessment  for  the  Zuni 
Hluehead  Sucker 

Background 

Sjyecies  Information 

.Sj)ecies  Information  and  Taxonomy 

The  Zuni  hluehead  sucker  has  a 
fusiform  (torj)edo-sha])(;d),  slender  body 
with  a  snhterminal  mouth  (mouth 
po.sterior  to  the  tij)  of  the  sm)ut)  (Propst 
1999,  ]).  49).  Mo.st  individuals  do  not 
exceetl  203  centimeters  (cm)  (8  inches 
(in))  in  total  length,  although  the  species 


has  been  known  to  exi;eed  25  cm  (9  in) 
in  total  length  (Propst  and  Hobbes  199(i, 
l)p.  22-34).  ’fhe  Zuni  hluehead  sucker 
has  a  bluish  head,  silvery-tan  to  dark 
gre(;n  hack,  and  yellowish  to  silvery- 
white  sides  and  abdomen.  Adults  an; 
mottled  slate-gray  to  almost  black 
dorsally  (upper  ])art  of  the  body)  and 
cream-white  ventrallv  (toward  the 
abdomen).  During  the  .sj)awning  season, 
males  may  h(;  differ(;ntiat(;d  by  coarse 
tubercles  (wart-like  projections)  on  the 
rear  fins  and  the  caudal  peduncle  (the 
narrow  ])art  of  the  fish’s  body  to  which 
the  tail  fin  is  attached).  Males  also  have 
distinctive  breeding  coloration, 
becoming  intensely  black  dorsally  with 
a  bright  red  horizontal  hand  and  a  white 
abdomen  (Propst  1999,  p.  49;  Pro]).st  at 
al.  2001,  p.  103). 

Then;  is  some  ambiguity  regarding 
early  specimen  collections  of  Zuni 
hluehead  sucker;  however,  it  is  believed 
that  the  first  s])(;cimen  of  the  Zuni 
hlueh(;ad  sucker  was  c:ollected  from  the 
Zuni  River  near  Znni  Pueblo  in 
McKinley  County,  New  Mexico  in  1873 
((fope  1874,  ]).  138).  The  next  collection 
was  made  in  1920  from  the  Zuni  River, 
near  Znni  Pueblo  (Pro]).st  vt  al.  2001,  p. 
159).  It  was  not  suhsecpiently  collected 
in  N(;w  Mexico  until  \V.  ).  Ko.st(;r 
(University  of  N(;w  Mexico,  Mu.seum  of 
.Southwe.stern  Biology)  collected  the 
sjjecies  in  tin;  Rio  Pescado  in  1948  and 
the  Rio  Nutria  in  19()0  (Pro])st  1999,  p. 
49;  lToi).st  ct  al.  2001,  ]).  159). 

.Smith  (1900,  p]).  87-t)0)  and  .Smith  at 
al.  (1983,  ])p.  37-38)  ])0.stulated  that  the 
Zuni  hlu(;head  sucker  .sul)sj)ecies  is  a 
result  of  an  event  in  which  two  s])(;ci(;s 
of  sucker  that  were  formerlv 
geographically  sejjarated  came  into 
contact  with  one  another  in  the  late 
Pleistocene  and  exchanged  genes.  The 
Znni  hluehead  sucker  shares  traits  with 
the  Rio  Grande  sucker  (Catostoinns 
plcbcius)  and  the  Little  Colorado  River 
hluehead  .suc:ker  (hluehead  sucker)  (C. 
di.scol)ohis).  Analysis  of  morjihological 
(pertaining  to  the  form  and  .structure  of 
tlu;  fi.sh)  and  genetic  information 
.support  the  recognition  of  the  Znni 
hluehead  sucker  as  distinct  from  both 
the  Rio  Grande  sucker  and  the  hluehead 
suck(;r  (.Smith  1900,  ])]).  87-90;  .Smith  vt 
al.  1983,  j))).  37-38;  Crabtree  and  Buth 
1987,  p.  843;  Proi)st  1999,  ]).  49; 

.Sublette  vt  al.  1990,  ])]).  209,  211).  Based 
on  our  review  of  the  best  available; 
.scientific  information,  we  conclude  that 
the  Zuni  hluehead  sucker  is  a  valid 
.sul).s])ecies. 

Habitat  and  Life  History 

Carman  (2008,  p.  2)  described  Znni 
hluehead  sucker  habitat  as  stream 
reaches  with  clean,  perennial  water 
flowing  over  hard  substrate  (material  on 
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the  stream  l)ottom),  such  as  l)edn)ck. 
.Silt-laden  habitat,  such  as  heaver  j)oiuls, 
is  not  suitable  habitat  for  the  sjjecies. 
Pro]).st  and  Hobbes  (lOlHi,  j)j).  13,  1(i) 
niportcul  that  Zuni  hluehead  suckers 
were  collected  mainly  in  ])ool  and  pool- 
run  habitats.  Thest;  habitat  areas  were 
shaded  with  water  velocities  of  less  than 
0.1  meter  ])er  .second  (m/s)  (0.3  feet  per 
.second  (ft/s))  (Propst  and  Hobbes  lOttO, 
p.  13).  Most  s])ecimens  were  found  in 
water  that  was  30  to  .50  cm  (12  to  20  in) 
deep,  cobble,  boulders,  and  htulrock 
substrate  (Propst  and  Hobbes  1900,  ])]). 
13,  10).  Pools  were  often  edged  by 
eimagent  acjuatic:  vascular  plants  and 
rij)arian  vegetation  (mainly  willows 
(Sdlix  sp]).))  (Pro]).st  and  I  lobbes  1900, 

p.  10). 

Zuni  hluehead  suckers  feed  primarily 
on  algae  scraped  from  rocks,  rubble,  and 
gravel  substrates  (Winter  1979,  j).  4; 
.Sublette  et  al.  1990,  ]).  211).  Algae 
attached  to  rocks  and  jilants  are 
gimerally  abundant  in  r(;acbes  where 
Zuni  hluehead  suckers  are  common 
(New  Mexico  D(!partment  of  Game  and 
Fish  (NMDGF)  2004,  p.  8).  Bluebead 
suckers,  including  Zuni  bluebead 
sucker,  re(|uire  clean  gravel  sid)strate 
with  minimal  silt  fors])awning 
(Madilux  and  Ke])ner  1988,  p.  304) 
because  silt  covers  eggs  and  leads  to 
suffocation. 

Distribution 

The  Zuni  bluebead  sucker  has  been 
found  in  the  Zuni  River  watershed  in 
N(!W  Mexico.  Recent  genetic  testing  of 
bluebead  suckers  in  the  Little  (k)lorado 
River  watershed  in  eastern  Arizona  and 
from  streams  in  or  near  (ianyon  D(; 
Gbelly  in  northeastern  Arizona  suggest 
that  members  of  the  Zuni  bluebead 
sucker  subspecies  are  located  there  as 
well.  Zuni  bluebead  sucker  were  onf:e 
common  in  the  Little  Colorado  and  Zuni 
River  drainages,  but  its  distribution 
rangewide  has  been  reduced  by  over  90 
percent  in  the  last  20  years  (Propst  1999, 
p.  51;  NMDCJF  2004,  jx  15).  The  Zuni 
bluebead  sucker  is  now  found  in  low 
numbcns  in  the  Kinlicbee  Greek  and 
Canyon  de  Gbelly  areas  in  Arizona 
(Hobbes  2000,  i)p.  9-10;  Albert  2001, 
pj).  10-14;  David  2000,  p.  35)  and  is 
re.stricted  to  three  isolated  populations 
in  the  upper  Rio  Nutria  drainage  in  the 
Zuni  River  water.sbed  in  west-central 
New  Mexico  (Carman  2008,  ])p.  2-3). 
The  Kinlit:bee  Greek,  (ianvon  de  Gbelly. 
and  Rio  Nutria  areas  are  completelv 
isolated  and  sej)arate  from  one  another. 

New  Mexico  Di.stribution 

The  Zuni  bluebead  sucker  was  first 
found  in  the  Zuni  River  watershed  in 
west-central  New  Mexico  (.Smith  1900, 
p.  83;  .Smith  at  al.  1983,  p.  37;  Crabtree 


and  Hutb  1987,  p.  843;  Prop.st  and 
Hobbes  1990,  ]).  7;  Props!  1999,  ]).  49). 
'I'be  Zuni  River  watershed  extcmds  W(;st 
from  the  continental  divide,  and  acro.ss 
the  Pueblo  of  Zuni  tribal  lands.  'I’be 
Zuni  River  then  drains  into  the  Little 
Ciolorado  River  in  Arizona  west  of  the 
Zuni  reservation.  Within  the  Zuni  River 
water.sbed,  Zuni  bluebead  sucker  have 
been  known  to  occur  in  the  Zuni  River, 
in  the  Rio  Pescatlo  and  Rio  Nutria  (from 
the  mouth  of  Rio  Nutria  Box  (ianyon 
near  the  eastern  boundary  of  the  Zuni 
Indian  Reservation  upstream),  and  in 
some  of  their  tributaries  (the  headwaters 
in  the  Zuni  mountains)  that  include 
'I'ampico  .Spring  and  Agua  Remora 
(formerly  known  as  Radosevich  Cireek) 
(Hanson  1980,  p.  1;  Propst  at  al.  2001, 

]).  101).  ELsewbere  in  the  Zuni  River 
drainage,  the  Zuni  bluebead  sucker  is 
rare  or  absent.  Flow  is  intermittent  in 
the  Zuni  River,  Rio  Pe.scado,  and  Rio 
Nutria. 

Zuni  bluebead  sucker  numbers  have 
been  .starkly  reduced  in  the  Zuni  River 
watershed  in  New  Mexico,  largely  due 
to  27  chemical  treatments  during  the 
1900s  to  remove  green  sunfisb  (Lapoinis 
ayiniallas)  and  fathead  minnow 
(Piniaphalas  })ronialas)  from  the  Rio 
Nutria  to  aid  in  the  establishment  of  a 
rainbow  trout  (Oncoihvnchas  mykiss) 
sj)ort  fishery  in  re.servoirs  on  Zuni 
Pueblo  (Wint(;r  1979,  |).  4).  These 
tniatments  eliminated  the  Zuni 
bluebead  sucker  from  most  of  the  Zuni 
River  drainage  (Winter  1979,  p.  4).  As  a 
result,  by  the  late  1970s,  the  Zuni 
bluebead  sucker’s  range  in  New  Mexico 
bad  l)e(!n  reduced.  While  records  are 
largely  incomplete,  it  is  known  that  a 
pojnilation  of  Zuni  bluebead  suckers 
near  the  mouth  of  the  Rio  Nutria  Box 
Canyon  was  extirpated  and  that 
substantial  numbers  were  also 
eliminated  in  other  reaches  of  the  Rio 
Nutria  and  Pescado  drainages  (NMDGF 
2004,  ]).  10). 

The  Zuni  bluebead  sucker  has  not 
been  collected  from  the  mainstem  Zuni 
River  since  1978  or  from  the  Rio 
Pescado  since  1993.  Currently,  much  of 
the  lower  portions  of  historical  habitat 
in  the  Zuni  River  and  Rio  Pe.scado  are 
dry  during  certain  times  of  the  vear. 
Continued  monitoring  of  these  streams 
since  2004  has  confirmed  the 
extirpation  of  the  Zuni  bluebead  sucker 
from  tbe.se  rivers  (NMDGF  2004,  p.  4; 
Carman  2007,  p.  1;  2008.  p.  1;  2009,  p. 
1).  Additionally,  Cebolla  Creek,  a  Zuni 
River  tributary,  was  surveyed  in  1979, 
and  no  Zuni  bluebead  suckers  were; 
found,  although  habitat  a})peared 
suitable  (Han.son  1980,  pp.  29,  34). 

The  |)0])ulation  of  Zuni  bluebead 
suckers  in  the  Rio  Nutria  was 
maintained  by  dispersal  of  individuals 


from  upstream  untreated  reaches,  such 
as  Agua  Remora  (Winter  1979,  p.  4; 
Prop.st  1999,  pp.  4t)-50),  and  so  the  Zuni 
bluebead  sucker  currently  persists  in 
three  semi-isolated  pojmlations  over  4.8 
kilometers  (km)  (3  miles  (mi)),  mainly 
upstream  of  the  mouth  of  the  Rio  Nutria 
Box  (kmyon  (Pro]).st  199t).  pp.  49-50; 
Prop.st  at  al.  2001.  p.  108;  (iarman  2008, 
])p.  2-3).  Within  this  area,  it  is  most 
common  near  the  Rio  Nutria  Box 
(ianyon  mouth,  the  confluence  of  the 
Rio  Nutria  and  'ramj)ico  Draw,  and 
headwater  springs  such  as  Agua  Remora 
and  'Fampico  .Springs  (.Strob  and  Prop.st 
1993,  p.  34;  Prop.st  and  Hobbes  1990,  p. 
10;  Propst  1999,  p.  50;  Proj).st  at  al. 

2001,  p.  102;  Carman  2t)07,  p.  1;  2008, 
p.  1;  2009,  p.  2;  2010,  p.  1;  Gilbert  and 
Carman  2011,  p.  1).  Within  the  4.8-km 
(3-mi)  occaijned  reach,  the  largest  extent 
of  j)erennial  stream  with  limited  levels 
of  siltation  is  currently  found  in  the  Rio 
Nutria  Box  Canyon,  from  the  confluence 
with  'Fampico  Draw  downstream  to  the 
canyon  mouth. 

Recently,  bluebead  suckers  were 
found  in  Bowl  (ianyon  Creek  (al.so 
known  as  Asaayi  (Teek)  in  New  Mexico 
(.S])onboltz  at  al.  2003.  p.  20;  David 
2000.  j).  2),  which  were  initially 
reported  as  (J.  disaoholas  (.Sponboltz  at 
al.  2003,  PJ).  18-22;  (darkson  and  Marsh 
2000.  ])j).  1-3).  but  their  proximitv  to 
(Crystal  Cireek,  part  of  the  Canyon  de 
(ibelly  National  Moniumjnt  complex, 
indicates  they  may  al.so  be  imanbers  of 
the  Zuni  bluebead  sucker  subspecies. 
However,  there  are  no  direct  stream 
connections  and  they  have  not  yet  been 
genetically  analyzed  (Service  2012a, 
pers.  comm.).  Therefore,  at  this  time  we 
are  not  currently  considering  bluebead 
suckers  in  Bowl  Cianyon  (irciek  to  be 
Zuni  bluebead  sucker. 

Population  .Status  of  the  .Specicis  in  New 
Mexico 

'File  results  from  numerous  survey 
efforts  confirm  that  Zuni  bluebead 
sucker  pojmlations  in  New  Mexico  are 
fragmented  and  low  in  numbers.  Fish 
surveys  have  Inum  conducted  within  the 
Zuni  River  water.sbed  from  1977  to 
1979.  1984,  1990  to  1993,  2000  to  2001, 
and  every  year  since  2004  (Winter  1977, 
J).  1;  Hanson  1980,  ji.  29;  .Stefferud  1985. 
|).  1;  Projist  and  Hobbes  1990,  ji.  14, 
Carman  2010,  ji]).  13-15,  (Gilbert  and 
Carman  2011,  j).  23).  No  information  on 
catch  and  effort  is  available  jirior  to 
1991;  therefore,  we  may  only  make 
(jualitative  comjiari.sons  of  the  number 
of  Zuni  bluebead  sucker  collected  over 
time  for  data  jirior  to  1991.  'Fbe  number 
of  fish  over  time  is  not  a  reliable  method 
to  evaluate  j)ojJulation  trends  due  to 
variabilitv  in  .samj)ling  effort.  In.stead, 
catch  per  unit  effort,  or  catch  rates  (i.e.. 
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miininn'  of  fish  per  second  of 
electrofishing)  is  a  hcitter  metric  for 
evaluating  population  trends  and  is  how 
we  asse.ss  the  speci(!s’  status  after  Ittttl 
in  this  j)ropo.sed  rule.  While  catch  per 
unit  effort  is  valuable  for  assessing 
trends  ov(!r  time,  it  (lo(!s  not  allow  ns  to 
(leveloj)  ov(;rall  population  estimates  for 
the  species. 

In  Tampico  Draw,  a  trihntarv  to  Rio 
Nutria.  Zuni  hliieh(;ad  sucker  nnmhers 
declined  dramatically.  j)r(!sumal)ly  due 
to  l)(?av(!r  ((Aisior  cdiiadansis)  dams 
(dilhert  and  (barman  2011.  p.  20).  in 
2000  from  as  high  as  0.12  suckers  per 
.second  ((ktrman  2000.  p.  8)  to  0.004 
suckers  j)(;r  .second  ((kninan  2007.  p.  9) 
hut  aj)pean;d  to  rebound  somewhat  in 

2009  (0.07  suckers  per  .sec;ond)  (Cku  inan 
2010.  p.  1.5).  after  high  spring  flows 
washed  out  the  beaver  dams,  creating 
more  suitable  habitat  for  Zuni  blnehead 
sucker  (Gilb(!rt  and  Carman  2011.  p.  5). 
Dirval  Zuni  blnehead  suckers  have  been 
confirmed  in  the  Rio  Nutria  and  its 
headwater  springs,  including  Tampico 
Draw,  each  year  Ixitwcien  2007  and 

2010.  indicating  sncce.ssful  spawning 
(Carman  2008.  p.  1:  Carman  200‘).  p.  18: 
('arman  2010.  p.  15:  (Jilbint  and  (kirman 

2011.  p.  1). 

Although  we  cannot  make  stati.stical 
comparisons  due  to  the  lack  of 
(|uantitative  data  prior  to  l‘)91.  the 
number  of  Zuni  blnehead  suckers 
collected  from  Agua  Rcnnora  in  the  Rio 
Nutria  drainag(!  on  the  Cibola  National 
Fonist  has  declined  since!  l‘)77.  The 
number  of  Zuni  blnehead  suckers 
capturcid  declined  from  150  in  1977 
(Winter  1977.  p.  1)  to  10  individuals  in 

2010  (Cilhert  and  Carman  2011.  j).  28). 
Although  the  numlMirs  are  extremelv 
low.  Zuni  blnehead  suckers  have 
persisted  at  Agua  Remora,  with  fish 
catch  rates  ranging  from  0.02  Zuni 
blnehead  suckers  per  second  to  0.12  fish 
per  .second  (Carman  2010.  p.  15).  Young 
(less  than  5  cm  (2  in)  total  length)  Zuni 
blnehead  suckers  have  not  been 
observed  in  the  Agna  Remora  headwater 
spring  habitat,  and  onlv  mature  adults 
wer(!  present  there  in  2005.  2000.  and 
2008  (Carman  2000.  p.  8:  Carman  2007. 
p.  18:  Ciarman  2009.  p.  14). 

In  2007.  ])ermission  to  sample 
Tamj)ico  Siirings.  within  the  Rio  Nutria 
drainage,  was  granted  for  the  first  time 
since  1994  (Carman  2008.  p.  11):  it  has 
l)i!en  .sam])led  annually  since.  Tlu! 
spring  consi.sts  of  a  scii  ies  of  semi- 
isolated  pools  occu])ied  only  by  Znni 
blnehead  sucker.  Zuni  blnehead  suckers 
at  the  headwater  spring  are  .smaller  than 
at  other  sites,  ranging  2.2-12.8  cm  (0.9- 
5.0  in)  total  lengtli  ((iarman  2009.  p.  12). 
Tam])ico  Springs  catch  rates  have  been 
declining  consi.stently  in  recent  years: 
while  this  site  once  exhibited  the 


highe.st  catch  rates  for  tlu!  species,  at 
0.00  suckers  per  second  in  2007 
(Carman  2008.  p.  10).  numbers  have 
since  declined,  with  0.22  fish  caught  per 
.second  in  2008  (C'arman  2009.  j).  12). 

0.15  fish  per  .second  in  200t)  (('.arman 
2010.  ]).  15).  and  0.10  fish  ])(!r  second 
in  2010  (Cilb(!rt  and  ('.arman  2011.  p. 

28).  De.s])it(!  the  d(!clines  at  Tami)ico 
S|)ring.  this  site  maintains  the  highe.st 
catch  rates  anK)ng  sites  within  tlm  Rio 
Nutria  and  its  headwaters  (Cilhert  and 
("arman  201 1 .  p.  20). 

In  summary,  the  Zuni  hluehead 
sucker  currently  persi.sts  in  Ihrei!  semi- 
isolated  populations  over  4.8  km  (8  mi), 
and  fish  surveys  from  1990  to  2009 
show  that  Zuni  blnehead  suckiir 
po])ulatlon.s  in  headwater  sjjrings  like 
Atpia  Remora  and  upper  Rio  Nutria 
have  declined  significantly  from 
numhers  .seen  in  the  1970.S.  In  the  1990.S. 
the  ])0|)ulation  at  the  Zuni  River 
confluence  with  Rit)  Nutria  and  Rio 
Fe.scado  was  declining,  and  the 
populations  in  the  Rio  Fescado  and 
lower  Zuni  River  were  almost  de])leted 
(Stroh  and  Rropst  1998.  ]).  1).  The  Zuni 
l)lu(!head  sucker  has  not  l)(!(!n  collected 
from  the  Zuni  River  or  Rio  Fescado 
since  l‘)98  (Cilhert  and  Carman  2011.  p. 
1).  In  occupied  areas,  disper.sal  from 
upstream  ])opulati()n.s  (i.e..  Rio  Nutria) 
may  augment  downstrciam  ])oj!ulations. 
hut  both  down.stniam  and  u]).stream 
movement  is  g(!nerally  blocked  by 
jiliysical  obstructions,  such  as  natural 
waterfalls,  irrigation  diversions,  and 
impoundments  (l’ro]).st  el  al.  2001.  p. 
108).  The  irregular  occurrence!  of  the 
Zuni  blnehead  sucker  in  nxiches 
downstream  from  the  month  of  Rio 
Nutria  (kmyon  (Rio  Nutria,  Zuni.  and 
Fe.scado  Rivers)  indicates  limited 
downstnxnn  disjjersal  from  currently 
occupied  .stream  reaches.  No  Zuni 
blnehead  suckers  were  found  in  the  Rio 
Nutria  between  the  canyon  mouth  and 
the  confiuence  of  tlu!  Rio  Fe.scado. 

Arizona  Distribution 

In  Arizona,  Znni  blnehead  suckens  are 
found  on  the  Navajo  Indian  Reservation 
in  two  ar(!a.s.  Fir.st  w(!  will  discuss  the 
Kinlichee  (;r(!ek  ar(!a,  which  includes  an 
area  of  the  Little  (Colorado  watershed 
west  of  Ft.  Defiance,  Arizona,  in  .s(!V(!ral 
locations  over  a  47-km  (29-mi)  area 
(.Smith  (it  (il.  1988,  p.  89:  Crabtree  and 
llnth  1987.  p.  848:  Hobbes  2()()(),  ]))).  9- 
l(j)  and  which  includes  Kinlichee 
("r(!ek,  Rixl  (ilay  Wash,  Black  .Soil  Wash, 
and  .Scattered  Willow  Wash.  Next  we 
will  discu.ss  the  (ianyon  de  Chelly  area, 
which  includes  Wheatfields,  Whiskey, 
Tsaile,  .Sonsela.  and  (irvstal  ('reeks. 

Results  from  genetic  analyses  of  the 
blnehead  sucker  indicate  that  .sam])le.s 
from  Kinlichee  (a'eek  (Black  Soil  Wash) 


share  genetic  mark(!rs  (markers  identify 
the  ])lace  of  gen(!.s  that  ari!  located  at 
sp(!cific  jjositions  on  specific 
chromo.somes  that  are  used  in  gen(!tic 
analyses)  with  Zuni  l)lu(!head  sucker 
from  New  Mexico  (.S(!rvice  201 2a,  pers. 
comm.).  The  availahlt!  genetic 
information  indicates  that  hlueh(!ad 
sucktns  from  tlu!  Kinlichee  (a'(!ek  area 
(se(!  further  di.scussion  below)  are  Zuni 
blnehead  sucker  (Dowling  2011,  p.  1). 
Therefore,  based  on  onr  r(!view  of  the 
gem!tic  information  above,  we  considin' 
the  hluehead  suckers  in  Kinliche(!  ('.reek 
and  its  tributari(!.s  to  he  Zuni  hluehead 
suc;ker.s.  We  are  awan!  that  this 
information  is  being  pre|)ared  for 
])ul)lic:ation  (Dowling  2012,  j).  1). 

Becau.s(!  the  genetic  information  has  not 
yet  been  published,  the  Navajo  Nation 
still  considers  these  fish  to  be  blnehead 
.suck(!r.s  ((.'.  (liscoboliis). 

Zuni  hluehead  sucker  survey  efforts 
have  been  mon!  irregular  in  Arizona 
than  in  N(!w  Mexico.  Fopulations  of 
Zuni  l)lueh(!ad  sucker  aix!  currentlv 
found  in  several  locations  over 
a])]n’oximately  47  km  (29  mi)  of 
Kinlichee  Oeek  (.Smith  at  (il.  1988.  p. 

89:  Crabtree  and  Bnth  1987.  p.  848: 
Hobbes  2000.  p]).  9-1  (i).  It  is  unlikely 
that  the  whole  length  of  Kinlicluu!  (]n!ek 
is  occu])i(!d,  b(!cau.se  tlu!  streams  are 
susceptible  to  drying  during  drought.  In 
addition,  no  comprehensive  surveys 
have  b(!en  done  along  this  stnxiin  reach. 
Within  the  watershed,  the  s])ecies 
of:curs  in  Kinlichee  Creek.  Black  .Soil 
Wash.  Red  (May  Wash,  and  Scattered 
Willow  Wash  based  on  collec:tions  made 
in  2000,  2001. 2004.  and  2010  (Hobbes 
2000,  ])]).  9-10;  Hol)h(!S  2001a,  ])]).  88, 

48:  Hobbes  2001b,  entire;  (barman  2004. 
pj).  1-8;  Johnson  2010a,  p.  1). 

Near  (kmyon  de  Chelly  in  northeast 
Arizona  and  northwest  New  Mexico, 
Znni  blnehead  sucker  occur  in  the 
Chinle  watershed,  which  Hows  into  the 
San  Jnan  River;  we  will  r(!fer  to  fish 
from  this  area  as  Canvon  de  Chelly  fish. 
Zuni  hluehead  sucker  oc:cur  in  Coyote 
Wash.  .Sonsela  (=  Canyon  de  Chelly 
Creek),  ("rvstal,  Whiskev,  and 
Wheatfields  creeks  on  the  Navajo  Indian 
Re.servation  (S])onholtz  at  al.  2008.  p.  4; 
David  2000.  |)]).  2-8,  12,  84),  and  in 
Tsaile  Creek  downstnxun  of  Tsaile  Dam 
within  ("anyon  de  (^hellv  National 
Monument  ((ilarkson  and  Marsh  2000, 
p.  1;  David  2000,  p.  2).  .Sonsela  and 
VVhi.sk(!V  (Teek  flow  into  Canvon  d(! 
(]helly,  and  Wheatfields  (ireek  flows 
into  Wheatfields  Lake  (.Si)onholtz  at  al. 
2008,  p.  4).  These  .streams  originate 
along  the  western  slope  of  the  Chuska 
Mountains,  New  Mexico,  and  eventually 
drain  into  the  .San  Juan  River. 

The  jnesence  of  hluehead  suckers  in 
Tsaile  and  Wheatfields  creeks  in 
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Canyon  de  Clicllv  National  Monument 
was  known  ]n'ior  to  ItKiO,  when  Smitli 
(Itttit).  p.  77)  inclndiid  speeiinens  from 
tliose  creeks  in  his  analysis  of  suckers, 
determining  these  suckers  were 
hluehead  snckins.  Me  calhul  out  the 
Znni  River  specimens  of  hluehead 
suckers  as  Innng  different  from  the 
.standard  (J.  (iiscol)oliis  that  included  the 
(ianyon  de  (ihelly  s])ecimens  (Smith 
lOnti,  p.  83).  Snhs(!(inentlv.  Smith  e/  al. 
(15)83,  pp.  38-35))  looked  inon;  closely  at 
the  Znni  hluehead  snck(;r  and  included 
specimens  from  Whiskey  (ireek  in 
(kinyon  de  (ihelly.  After  evaluation, 
tho.se  specimens  were  not  considered  at 
the  time  to  he  Znni  hluehead  suckers 
(Smith  at  al.  15)83,  p.  35)).  Outside  of 
Canyon  de  Chelly  hnt  within  close 
proximity,  VYheatfields  Creek  is  the  only 
.stream  known  to  contain  fish  with  Znni 
hluehead  sucker  genes  (Service  201 2a. 
p(!rs.  comm.);  however,  because  of 
habitat  connectivity  and  potential  for 
genetic  interchange,  it  is  likely  that 
i)luehead  suckers  within  Tsaile, 

Sonsela,  Crystal,  and  Whiskey  creeks 
akso  contain  Znni  hluehead  sucker  genes 
based  on  collections  h(!tween  2001  and 
2010  (see  genetic  discussion  above) 
(Service  15)82,  pp.  2-3;  llohhes  2001a, 
pp.  24,  25),  31, 34;  Sponholtz  at  al.  2003, 
pp.  18-22;  Carman  2004.  pp.  5)-18; 
Clarkson  and  Marsh  2000,  p.  3;  David 
2000,  p.  3;  )ohnson  201  Oh,  ]).  1;  )ohn,son 
2010c,  ]).  1).  Therefore,  we  consider 
hluehead  suckers  in  these  creeks  akso  to 
he  Znni  hluehead  .sucker  l)ei:ause  thev 
are  within  rea.sonahle  distance  of  each 
other  and  are  likelv  exchanging  genes 
(Service  2012a,  jiers.  comm.).  U^e 
presume  Zuni  hluehead  sucker  once 
occurred  in  Palisades  anil  Little 
Whiskey  Creeks,  both  tributaries  to 
Whiskey  Creek,  hut  imjioundments  and 
other  harriers  eliminated  the  entire  fish 
community  in  both  .streams  jirior  to 
15)80  (Service  15)82,  ji.  4).  Palisades 
Creek  has  been  documented  to  he  dry  in 
recent  years  (Carman  2004,  p.  5)). 

Population  Status  of  the  vSpecies  in 
Arizona 

For  .several  years  (2000,  2001,  and 
2004),  Zuni  hluehead  sucker  surveys 
were  conducted  in  the  Kinlichee  Creek 
watershed  in  Arizona  on  the  Navajo 
Indian  Reservation  (llohhes  2001a, 
entire;  (iarman  2004,  entire).  These  wen; 
historical  collection  sites  that  had  not 
been  sainjiled  since  15)87  when  the  Zuni 
hluehead  sucker  was  last  documented 
by  Crabtree  and  Hnth  (15)87.  ji.  8.51).  The 
species  was  collected  in  low  mnnhers  in 
Kinlichee  Creek,  Red  Clay  Wash,  Black 
Soil  Wash,  and  Scattered  Willow  Wash. 
More  recently,  collections  occurred  in 
Black  Soil  Wash  and  Kinlichee  Creek, 
with  184  Zuni  hluehead  sucker 


collected  from  Black  Soil  Wash  and  21 
from  Kinlichee  Creek  (Kitcheyan  and 
Mata  2012,  ]).  0),  indicating  the  species’ 
continued  presence  in  these  streams. 
Additionally,  in  the  Canyon  de  C.helly 
area,  recent  collijctions  have  occurred  in 
Wheatfii;lds.  Whiskey,  'ksaile,  Sonsela, 
and  Cry.stal  Creeks.  Because  these  were 
only  ])resence/al).sence  surveys,  we  have 
uo  population  information  for  the 
Arizona  .stream  reaches. 

Snmmary  of  Zuni  Bluehead  Sucker 
Di.striljution 

Znni  hluehead  sucker  rangewide 
distrihntion  has  been  reduced  by  over 
5)0  percent  in  the  last  20  years  (Prop.st 
15)5)5),  p.  .51,  NMDCF  2004,  p.  15).  The 
Znni  hluehead  sucker  is  now  found  in 
low  mnnhers  in  the  Kinlichee  (Teek  and 
Canyon  de  Chelly  areas  in  Arizona 
(Hobbes  2000,  pp.  5)-10;  Albert  2001. 
pp.  10-14;  David  2000,  p.  35)  and  is 
restricted  to  three  i.solated  populations 
in  the  upper  Rio  Nutria  drainage  in 
west-central  New  Mexico  (Carman  2008, 
pj).  2-3). 

Sumnniry  of  Factors  Affactin}’  tha 
Spacias 

Section  4  of  the  Act  (10  D.S.Ci.  1533), 
and  its  implementing  regulations  at  50 
Ck'R  part  424,  set  forth  the  procedures 
for  adding  species  to  the  Federal  Lists 
of  Fndangeriul  and  Threatened  Wildlife 
and  Plants.  IJndia- section  4(a)(1)  of  the 
Act,  we  may  list  a  sjiecies  based  on  any 
of  the  following  five  factors;  (A)  'I’lie 
jiresent  or  threatened  destruction, 
modification,  or  curtailment  of  its 
habitat  or  range;  (B)  overntilization  for 
commercial,  recreational,  .scientific,  or 
educational  purposes;  (C)  disease  or 
jiredation;  (D)  the  inadeijuacy  of 
existing  regulatory  mechanisms;  and  (E) 
other  natural  or  manmade  factors 
affecting  its  continued  existence.  Li.sting 
actions  may  he  warranted  based  on  any 
of  the  above  threat  factors,  singly  or  in 
combination.  Each  ofthe.se  factors  is 
discussed  below. 

Factor  A.  The  Present  or  'rhreatened 
Diistruction,  Modification,  or 
Curtailment  of  Its  Habitat  or  Range 

'Fhe  principal  threats  to  Znni 
hluehead  sucker  habitat  include  water 
withdrawal,  .sedimentation, 
impoundments,  housing  development, 
wildfire,  and  climate  change.  These 
threats  are  intensified  by  the  sjiecies’ 
small  range.  Severe  degradation  to 
watersheds  occupied  by  Zuni  hluehead 
sucker  has  occurred  through  excessive 
timber  harvest,  overgrazing,  and  road 
con.strnction.  Although  most  of  these 
activities  occurred  in  the  late  18()().s  and 
early  15)()0.s,  the  subsequent  erosion, 
gullying,  headcntting,  and  loss  of  water 


have  continued  to  degrade  habitat  for 
the  Zuni  hluehead  sucker  (NMDCF 
2004.  p.  18). 

Water  Withdrawal 

Surface  and  groundwater  withdrawal 
result  in  the  direct  loss  of  habitat  as  well 
as  fragmentation  of  Znni  hluehead 
sucker  habitat  by  reducing  .stream  flow 
and/or  water  depth.  Reduced  stream 
velocities  result  in  increa.sed 
.sedimentation,  while  overall  loss  of 
wetted  habitat  strands  Zuni  hluehead 
suckers  in  i.solated  shallow  pools  that 
may  not  provide  suitable  hard  substrates 
for  feeding  and  reproduction.  Loss  of 
approjiriate  habitat  may  decrease  the 
reproductive  success  of  Zuni  hluehead 
sucker  and  result  in  mortality  of 
individuals.  Historically,  water 
withdrawals  led  to  the  conversion  of 
large  portions  of  flowing  streams  to 
intermittent  streams  or  dewatered 
channels,  thus  eliminating  suitable  Zuni 
hluehead  sucker  habitat  in  affected  areas 
(NMDCF  2004.  p.  12).  Water 
withdrawals  that  lead  to  dewatering  or 
reduced  river  flows  or  pool  levels 
reduce  the  available  habitat  for  the 
species. 

Croundwater  withdrawal  can  cause 
reduction  or  loss  of  sjiring  flow  (Brune 
2002,  p.  350).  Currently,  the  Znni  River, 
the  Rio  Pescado,  and  the  Rio  Nutria  flow 
intermittently,  except  for  .short  reaches 
that  flow  perennially  in  responsi;  to 
discharge  from  sjirings.  'fhese  streams 
are  dejiendent  on  sjn  ing  discharges,  and 
the  drainages  contain  various  springs 
across  the  Znni  tribal  lands  (Orr  15)87, 
p.  37;  Drakes  and  Rie.sterer  2005),  p.  5)0). 
.Since  sjjring  ecosystems  relv  on  water 
discharged  to  the  surface  from 
undergronnd  aquifers,  groundwater 
depletion  can  result  in  the  destruction 
of  riverine  habitat  through  spring  drying 
(Scudday  15)77,  pp.  51.5-510).  .Spring 
drying  or  (low  reduction  resnlting  from 
groundwater  jnmqnng  has  also  been 
documented  in  the  Roswell  (August  5), 
2005;  70  FR  40304)  and  Mimhres  Basins 
(.Summers  15)70.  pj).  02.  05)  of  New 
Mexico.  In  addition,  there  has  been  a 
general  declining  trend  in  spring  (low 
found  on  Zuni  Tribal  lands  between 
15)72  and  2005)  (Drakos  and  Riesterer 
2005),  ]).  5)0).  The  lowermost  pool  in 
Agua  Remora  had  reduced  water  depths 
in  2005  and  nearly  dried  in  2007  and 
2005);  Znni  hluehead  suckers  were 
salvaged  from  this  area  and  moved 
iqjstream  to  the  middle  pool  or  taken  to 
the  Alhuipierijue  BioBark  for  a  rearing 
program  ((iarman  2008,  p.  17;  (iarman 
2005).  p.  24). 

Croundwater  n.se  in  the  range  of  the 
Zuni  hluehead  sucker  is  exjiected  to 
increase  cine  to  human  pojmlation 
expansion.  In  early  2007,  a  develojnnent 
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eonijjany  (Tampico  Sjuings  3()()().  LLC), 
j)rosented  a  j)relinunarv  plat  to 
McKinley  County,  New  Mexico,  for 
'I’ampico  .Sj)rings  Ranch  Subdivision. 

The  subdivision  is  located  ju.st  northeast 
of  currently  occupied  Zuui  hluehead 
sucker  habitat.  The  subdivision  would 
have  a  total  of  400  lots,  varying  from  1.2 
to  4.8  hectares  (ha)  (3  to  11.0  acres  (ac)). 
each  with  an  individual  well  and  .septic 
.system.  An  increase  in  the  number  of 
wells  would  affect  acpiifer  drawdowns, 
and  individual  septic  tanks  could 
potentially  lead  to  water  quality 
concerns.  The  geohydrologic 
investigation  report,  prepariul  for  Phase 
1  of  the  subdivision,  states  that  water 
withdrawal  is  likely  to  affect  How  at 
Brennan  and  Tamj)ico  Springs 
(MIDarrconsult.  Inc.  2007,  p.  20).  In 
January  2008,  the  plat  for  Phase  1  of  the 
subdivision  was  approved  by  McKinley 
County  with  conditions,  including 
metering  of  water  wells  to  enforce  the 
0.3  acre-ft  per  y(!ar  per  household 
re.striction  ({’.arman  2008,  j).  17). 
Construction  of  Phase  1  has  hegun,  with 
17  of  45  lots  .sold  (First  United  Realtv 
2012,  p.l). 

In  Arizona,  existing  water 
withdrawals  throughout  the  Navajo 
Indian  Reservation  are  generally  for 
water  haulers  (people  who  t;ollect  water 
in  tanks  and  transport  it  to  another 
location  for  use);  dome.stic  and 
munici|)al  u.se;  water  .storage  facilities; 
commercial,  agricultural,  mining  and 
intlu.strv  uses;,  recreation  and  wildlile; 
and  wastewater  management.  Water 
withdrawals  have  been  documented  on 
the  Navajo  Indian  Reservation  for  manv 
years.  Water  levels  in  wells  in  the  Black 
Me.sa  area  have  declined  as  much  as  70 
ft  (21.3  m)  .since  1003  (Littin  1092.  p.  1). 
As  of  2003,  there  were  75  livestock 
wells  on  the  Navajo  Indian  Reservation, 
in  both  alluvial  (connected  to  the  river) 
and  deejj  water  acjuifers  (Navajo  Nation 
Department  of  Water  Resources  2003,  p. 
40).  Currently,  near  Tsaile  Creek,  over 
(>00  ac  (242  ha)  are  developed  for 
irrigation,  hut  only  100  ac  (40  ha)  are 
irrigated  due  to  water  shortages;  most  of 
this  water  is  diverted  from  Tsaile  Creek 
(Natural  Resources  Conservation  Service 
(NRCS)  2000,  p.  37).  Additionally,  water 
in  Kinlichee  (T(!ek  has  been  noted  as 
very  low  in  recent  years  (Kitcheyan  and 
Mata  2012,  p.  3),  and  Palisades  Creek, 
Scattenul  Willow  Wash.  Black  .Soil 
Wash,  and  Kinlichee  (Teek  have  been 
intermittent  scjveral  vears  in  a  row 
(Carman  2004,  p]).  2,  8;  Kitcheyan  and 
Mata  2012,  j).  3).  These  low  water 
events  are  exaccirhatetl  hv  continued 
water  withdrawal  in  the  region.  Civen 
past  groundwater  use  and  tlie  likelihood 
of  continued  drought  (see  Clinnitfi 


(]h(ing(^,  below),  groundwater  declines 
will  likelv  continue  into  the  future. 

In  summary,  water  withdrawals  have 
affected  the  Zuni  hluehead  sucker 
rangewide  in  the  past,  resulting  in  dry 
streamheds  or  vca  v  low  water  hn'els  in 
the  lower  Rio  Nutria.  Rio  Pescado,  Zuni 
River,  and  Agua  Remora  in  New  Mexico 
and  in  Palisades  Creek,  .Scattered 
Willow  Wash,  and  Kiidichee  (aeek  in 
Arizona.  Based  on  our  review  of  the 
available  information,  we  conclude  that 
the  effects  of  water  withdrawal  ari;  a 
continuing  threat  to  the  Zuni  hluehead 
sucker  habitat  acro.ss  its  rang(;  and  as  a 
njsult  are  negatively  impacting  the 
species. 

.Sedimentation 

Sedimentation  occurs  when  jjarticles 
suspended  in  the  water  column  fall  out 
of  .su.s])en.sion  and  cover  the  streamhed, 
filling  in  spaces  between  substrate 
j)article.s.  Sedimentation  results  in  the 
loss  of  suitable  habitat  and  available 
food  resourc:es  for  Zuni  hluehead 
sucker.  Fine  sediments,  in  particular, 
reduce  or  j)r(;vent  production  of  algae, 
the  Zuni  hluehead  sucker’s  primarv 
food.  Research  has  shown  that  heavy 
sediment  loads  have  the  potential  to 
limit  algae  production  hv  restricting 
light  })enetration  or  .sim)thering  ((irahain 
loot),  ])]).  107-10!).  11.3-114).  If 
mobilized  iluring  the  spawning  season, 
fine  sediments  may  akso  smother  and 
suffocate  recently  spawned  eggs  (Propst 
and  llohhes  19!)0,  p.  3!)).  The 
re))roductive  successes  of  fishes  that 
re(juire  clean  gravel  substrate  have  hecm 
nuluced  by  increased  sedimentation  due 
to  smothering  of  eggs,  which  may  he  the 
case  for  Zuni  hluehead  sucker  (Berkman 
and  Raheni  1987,  j).  285;  Pro]).st  and 
Hobbes  1990.  p.  38).  Increasing 
sedimentation  in  Agua  Remora  and  Rio 
Nutria  has  led  to  the  loss  of  ojjtimal 
Zuni  hluehead  sucker  habitat 
(])ermanent,  clear  flowing  wat(!r  over 
hard  suh.strate).  .Sedimentation 
throughout  the  range  of  Zuni  hluehead 
sucker  is  jjrimarily  caused  hv  logging, 
livestock  grazing,  and  road  construction; 
these  are  discus.sed  in  detail  below. 

Logging 

Logging  activities  in  the  (;arlv  to  mid- 
18()().s  likely  caused  major  changes  in 
watershed  charact(!ristics  and  stream 
mor])hologv  (Uhamhm  lin  e/  al.  1!)91.  pp. 
181-205;  (ihmart  1990,  ]).  259).  Early 
logging  efforts  w(;r(;  olhm  concentrated 
along  canyon  bottoms  with  ])erennial 
streams.  Tree  removal  along  ])erennial 
streams  within  the  historical  range  of 
Zuni  hluehead  sucker  likely  altered 
water  temperature  regimes,  sediment 
loading,  hank  stability,  and  availability 
of  large  woody  chihris  (Chamberlin  al  al. 


1!)91,  pp.  181-205).  .Soil  surface  erosion 
from  logging  or  logging  activities  is 
directly  related  to  the  amount  of  hare 
t:ompacted  areas  exposed  to  rainfall  and 
runoff,  which  then  contributes  large 
(luantities  of  fine  .scKliments  to  stream 
channels  ((Ihamherlin  ai  al.  19!)1,  p. 

1!)3).  For  exam])le,  in  the  early  18!)0s. 
logging  and  pre.sence  of  logging 
railroads  were  widespread  within  the 
Zuni  Mountains,  which  supported 
.several  lumher  towns  (NRCS)  1998,  p. 

17).  Extensive  clearcutting  and 
ov(!rgrazing  were  the  ])rimary 
contributors  to  the  reduc:tion  of  the 
original  riparian  vegetation  by  70  to  90 
percent  in  the  Zuni  Mountains  (Ohmart 
19!)0.  p.  259).  Logging  is  actively 
])racticed  on  both  private  and  ])uhlic 
lands  within  the  Zuni  watershed  (NRC.S 
1998.  p.  17).  For  example,  in  2012,  the 
Forest  .Service  funded  the  Zuni 
Mountain  Collaborative  Forest 
Landscape  Restoration  ])roject,  which 
will  increase  logging  to  reduce  fire  ri.sk 
in  the  Rio  Buerco  and  Rio  Nutria 
watersheds  ov(;r  tin;  next  10  years 
(Forest  .Service  2012,  pp.  1-2). 
Ultimately,  the  reduction  in  fire  risk  in 
these  watersluuls  is  likelv  to  benefit  the 
Zuni  hluehead  sucker;  however,  the 
short-term  increase  in  logging  is  likelv 
to  increase  sedimentation  in  these 
watersheds. 

In  Arizona,  on  the  Navajt)  Indian 
Reservation,  timber  o])eration.s  began  in 
the  1880.S  (Finh(!nder-Velez  2010,  ]).  2). 
In  the  1980.S.  cutting  increased 
significantly  to  about  30  million  hoard- 
feet  p(!r  year  (Atencio  19!)4,  ]).  2).  In 
19!)0.  T.saile  (Canyon,  which 
encompasses  a  Zuni  hluehead  sucker 
poi)ulation.  was  heavilv  logged,  with  all 
of  the  old  growth  forest  and  many  of  the 
.saj)ling.s  remov(!d  (Atenc;io  1994,  p.  2). 
However,  the  Navajo  Forest  Products 
Indu.stry  shut  down  in  1994,  and  timber 
harvesting  has  been  much  reduced. 

In  summary,  sedimentation  from 
logging  has  historically  affected  Zuni 
hluehead  sucker  habitat  rangewide, 
resulting  in  unsuitable  habitat.  Logging 
rat(;s  have  reduced  in  r(;cent  yriars  hut 
will  continue  into  the  future, 
particularly  in  the  Rio  Puerco  and  Rio 
Nutria  watersheds  over  the  next  decade, 
which  will  likely  imjiact  Zuni  hluehead 
sucker  habitat. 

Liv(;stock  Grazing 

Livestock  grazing  has  been  one  of  the 
mo.st  widespread  and  long-term  causes 
of  adverse  imjjacts  to  native  fishes  and 
their  habitat  (Miller  1981,  jq).  394-395, 
399;  Armour  ai  al.  1991;  jq).  7-10; 
Flei.sc:hner  1!)94,  pp.  029-035;  Larsen  al 
al.  1!)98,  pp.  101,  104).  Widesjnead 
livestock  grazing  and  logging  likely 
contributed  to  habitat  modifications. 


Federal  Register / Vol.  78,  No.  17/ Friday,  January  25,  2013 /Proposed  Rules 


5375 


resulting  in  severe  degradation  of  tlie 
Znni  watershed  (Ilan.son  1982,  p.  14; 
NRC.S  1998,  p.  1;  NMDGF  2094,  p.  12). 
hivestof:k  grazing  lias  been  .shown  to 
increa.se  soil  conipaetion.  decrease 
water  infiltration  rates,  increase  runoff, 
change  vegetative  species  composition, 
decrease  riparian  vegetation,  increase 
stream  sedimentation,  increase  stream 
water  temperature,  decriuise  fish 
populations,  and  change  channel  form 
(Meehan  and  Platts  1978,  pp.  27.5-278; 
Kauffman  and  Krueger  1984,  pp.  430- 
435;  .Schulz  and  Leininger  1990,  p.  295; 
Platts  1991,  pp.  393^03;  Fleischner 
1994,  pp.  829-835;  Ohmart  1998,  pp. 
248-274).  Although  direc;t  imjiacts  to 
the  riparian  zone  and  stream  can  he  the 
most  obvious  sign  of  livestock  grazing, 
upland  watershed  condition  influences 
the  timing  and  amount  of  water 
delivered  to  stream  channels  (Ohmart 
1998,  pp.  280,  288).  Increased  soil 
comjiaction  and  decreased  vegetative 
cover  lead  to  faster  delivery  of  water  to 
stream  channels,  increasecl  peak  flows, 
and  lower  summer  base  flow  (Platts 
1991.  p.  390;  Ohmart  1998,  p.  255; 

Belsky  and  Blumenthal  1997,  ])p.  321, 
324).  As  a  con.seqnence,  .streams  are 
more  likely  to  experience  flood  events 
during  monsoonlike  weather  in  summer 
(water  runs  off  (piickly  instead  of 
soaking  into  the  ground)  that  negatively 
affects  the  riparian  and  acpiatic;  habitats, 
'fhendbre,  heavily  grazed  strcxnns  ar(5 
more  likely  to  become  intermittent  or 
dry  in  .Sejitemher  and  October,  when 
groundwater  recharge  is  reduced 
lM;can.se  water  rims  off  (piickly,  rather 
than  being  absorbed  hv  the  .soil  (Ohmart 
1998.  p.  288). 

Improper  livestock  grazing  increa.ses 
.sedimentation  through  tramjiling  of  the 
.stream  hanks  and  compacting  .soil,  both 
of  which  can  result  in  a  reduction  or 
elimination  of  riparian  vegetation, 
which  can  he  detrimental  to  stream 
habitat.  Riparian  vegetation  insulates 
streams  from  temperature  extremes  in 
both  summer  and  winter.  F'nrther.  it 
filters  .sediment  so  that  it  does  not  enter 
the  stream;  sediment  can  lead  to 
reduction  or  prevention  of  algal  growth 
and  smothering  of  newly  s])awned  eggs 
(Props!  and  Hobbes  1998,  p.  38). 
Rijiarian  vegetation  also  provides  a 
source  of  nutrients  to  the  .stream  from 
leaf  litter,  which  increa.ses  stream 
])roductivity,  and  it  contributes  root 
wads  and  large  and  small  woodv  debris 
to  the  stream,  which  jirovide  cover  for 
the  fish  (Kauffman  and  Krueger  1984, 
pp.  430-431;  Platts  1991,  pp.  39.5-400; 
Ohmart  1998,  pp.  247-249). 

The  Cibola  National  Forest  (Forest) 
commissioned  the  Zuni  Mountain 
.Sucker  Habitat  Management  Plan  “to 
protect,  and  to  enhance,  where  })ossihle. 


habitat  of  thr(!atened  and  endangered 
species  within  the  confiiuxs  of  the 
Forest”  (Winter  1979,  p.  3).  In  1978  and 
197‘),  the  Fonxst  fenced  off  Agua  Remora 
from  grazing,  which  nisnltcul  in  marked 
r(!growth  of  the  riparian  area  (Merkel 
1979,  p.  15;  Steffernd  1985,  p.  1).  In 
1988,  the  NMDCF  .Share  with  Wildlife 
program  partnered  with  the  Forest  to 
incniase  the  fenced  area,  doiihling  the 
amount  of  j)rotected  habitat.  However, 
the  fence  is  occasionally  in  di.srepair 
leading  to  nnanthorized  grazing  in  Agua 
Remora,  and  the  fence  is  only  checked 
if  there  is  evidence  of  grazing  within 
Agua  Remora.  A  recent  field  trip  to 
Agna  Remora  identified  that  the  fence 
was  in  disrepair,  and  five  cows  were  on 
the  site;  the  riparian  ar(;a  had  lost 
v(;getative  cov(?r  (Gilh(;rt  2012,  p.  1). 
Additionally,  there  are  several  active 
grazing  allotnumts  north  of  Agua 
Remora,  with  the  clo.sest  being  2.4  km 
(1.5  mi)  away;  livestock  grazing  akso 
occurs  on  muirhy  private  land. 

During  the  1930.s,  in  Arizona,  on  the 
Navajo  Indian  Re.servation,  luxirly  one 
million  livestock  (sheep,  goats,  horses, 
or  cattle)  ranged  across  the  landscaj)e, 
exposing  soil  and  increasing  erosion 
(Weisiger  2007,  p.  440).  (Grazing 
continues  today  throughout  the  entire 
Navajo  Indian  Reservation,  although 
herd  mnnhers  are  much  low(!r  than  in 
the  (;arly  lOOOs.  Although  grazing  has 
hecai  nnlnced,  the  continuing  drought 
has  c;xacerbated  effects  of  depleted 
forage,  and  the  liv(;.stock  mnnhers  are 
considijred  to  he  overpopnlatiul,  (Davis 
2012,  p.  1).  Additionally,  cultural 
resistance  to  fencing  on  the  Navajo 
Indian  Rciservation  (B(;attv  Davis  1997, 

]).  49)  creates  a  challenge  for  range 
management  and  .strcunn  prot(iction. 
Direct  acccjss  to  st nanus  and  overgrazing 
by  live,stock  on  the  Navajo  Indian 
Re.servation  has  Ikumi  documented 
repeatedlv  (.Sanclujz  1975,  p.  1.  Service 
1982,  i)p.'3-4;  U.S.  Army  Gorps  of 
Engineers  1995,  p.  3;  Hobbes  2000,  p. 

14;  NMD(iF  2003,  ])j).  8,  13;  S])onholtz 
et  (il.  2003,  ])p.  2.5-28;  David  2008,  pj). 

4,  20;  Kitclnyvan  and  Mata  2012,  ]).  3). 
Overall,  both  hi.storic  and  current 
liv(2.stock  grazing  within  the  riparian 
zone  and  n])land  sloj)(!s  has  nuhuxul 
veg(;tative  cov(!r  and  acceh;rated  storm 
runoff  and  sediment  into  naservoirs  and 
increased  erosion  in  anais  such  as  T.saile 
Greek  (Bureau  of  Rciclamation  (BOR) 
2011,  )).  22). 

In  summary,  Znni  hlnehead  suck(M’ 
habitat  mair  or  adjacxait  to  areas  where 
live.stock  grazing  occurs  is  significantlv 
im])acted.  The  resulting  habitat 
(higradation  is  a  threat  to  the  nanaining 
Zuni  l)lneh(;ad  sucker  populations  in 
New  Mexico  and  Arizona.  The  available 
information  indicates  that  these 


activititxs  likely  contributed  to  the 
reduction  in  rij)arian  habitat,  channel 
incision,  and  increased  soil  compaction, 
which  resulted  in  unfavorable  habitat 
conditions  for  Znni  hlnehead  suckia' 
foraging  or  reproduction.  .Such 
unfavorable  habitat  conditions  affect 
populations  by  r(;dncing  their  viahilitv. 
Based  on  our  review  of  the  available 
information  we  conclude  that  the  effects 
of  live.stock  grazing  are  a  tlinxit  to  Znni 
l)lneh(;ad  sucker  habitat,  and  the 
.species,  throughout  its  entire  range. 

Road  Cionstrnction 

Roads  have  adversely  affected  Zuni 
hlnehead  sucker  habitat  by  increasing 
surface  runoff  and  .sedimentation,  which 
can  increase  turbidity,  reduce  primarv 
production,  and  reduce  numbers  of 
acpiatic  insects  (Burns  1972,  j).  1;  Eaglin 
and  Hubert  1993,  pp.  844-845).  Roads 
retjnire  instream  structures,  such  as 
cidv(?rts  and  hridgixs  that  remove  acjnatic 
habitat  and  can  act  as  harriers  to  fish 
movement  (Warren  and  Bardew  19t)8,  p. 
837).  All  of  tluise  activities  migativelv 
impact  Znni  hlnehead  suckers  and  their 
habitat  by  low(;ring  water  cpiality, 
reducing  the  (piality  and  c]uantity  of 
pools  by  filling  them  with  sediments, 
reducing  the  (jiiantity  of  large  woody 
d(4)ris  neces.sary  to  form  pools,  and  by 
imposing  harriers  to  movement.  'Fhe  end 
result  is  deterioration  of  habitat  for  the 
Zuni  hlnehead  sucker  (Burns  lt)72.  p.  1; 
Eaglin  and  Hubert  1993.  ))j).  844-845). 

Vehicular  use  of  roads  in  creek 
bottoms  can  (higrade  Znni  hlnehead 
suckc!!'  habitat.  .Such  use  inhibits 
ri])arian  })lant  growth,  breaks  down 
banks,  cau.ses  erosion.  cau.s(;s 
.sedimentation,  and  increascis  tnrbiditv 
in  the  .stream,  particularly  where 
vehich^s  drive  through  the  stnunn 
(especially  immediately  downstream  of 
the  vehicular  activity).  These  effects  are 
likely  to  result  in  wichir  and  shallower 
stream  chaiimds  (Fnrniss  ef  (il.  1991. })]). 
297-301).  This  change  causes 
progressive  adjustments  in  other 
variables  of  hydraidic  geometrv  and 
results  in  changes  to  the  configuration 
of  pools,  rims,  riffles,  and  backwaters; 
levels  of  fine  .sediments  and  sub.strate 
embeddedness  (the  diigree  to  which 
rocks  and  cobble  an;  stock  in  the 
streambed);  availability  of  instream 
cover;  and  other  fish  habitat 
requirements  in  the  vicinity  of  vehicle 
cro.ssings  (.Sullivan  e/  al.  1987,  pj).  87, 
89-70;  Rosgen  1994,  p.  185).  It  also 
changes  the  way  in  which  flood  Bows 
interact  with  the  .stream  channel  and 
may  exaciirbate  flood  damage  to  banks, 
channel  bottoms,  and  riparian 
vegetation. 

Road  construction  activities  may  have 
direct  adverse  effects  on  the  watershed 
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from  soil  erosion  and  sedimentation  to 
the  streams.  Aerial  photographs  from 
1035  and  1‘)91  showed  road  (haisity  in 
the  Ceholla  and  Rio  Nutria  watersheds 
rose  138  and  47  percent,  respectively 
(NMDCiF  2004.  p.  12).  Forest  Road  .50, 
which  is  in  the  upper  watershed  of  Zuni 
hlnehead  sucker  habitat  (approximately 
5  km  (3  mi)  away  from  the  clo.sest 
occupied  habitat),  was  upgraded  in 
1000,  and  several  roads  were  developtul 
in  2t)07  for  the  Tampico  S])ring.s 
Subdivision,  (airrently,  the  IIS  Forest 
Service  proposes  to  allow  McKinley 
(iounty  to  u))grade  Forest  Road  101D 
with  gravel  surface  material  (Forest 
Service  2011,  p.  i),  which  may  increa.se 
vehicle  traffic  and  .surface  runoff.  This 
road  is  approximately  3  km  (2  mi)  from 
Agua  Remora  and  l.ti  km  (1  mi)  from 
'rampico  Springs  (Forest  .Service  2011, 

)).  44). 

On  the  Navajo  Indian  Re.servation, 
past  road  construction  continues  to 
affect  stream  habitat.  On  Kinlichee 
Creek,  for  (ixample.  13ridg(;  13R  280 
constricts  the  channel  considerably, 
which  increases  How  rates,  cliannel 
.scouring,  and  downstream  deposition  of 
.sediment  (l)..S.  Army  (iorps  of  Engineers 
1‘)95,  p.  3).  .Sedimentation  from  road 
construction  has  occurred  throughout 
the  range  of  Zuni  hlnehead  sucker  in  the 
|)ast  and  is  likely  to  continue  iu  the 
future. 

In  summary,  historical  logging, 
overgrazing  by  livestock,  and  road 
construction  have  ile.stroyed  much  of 
the  groundcover  across  the  Zuni 
hlnehead  sucker's  range  (.Sanchez  1?)75. 
pp.  1,4:  Beatty  Davis  1‘)‘)7,  ])]i.  3.  7: 
NMDGF  2004;  p.  12;  BOR  2011.  p.  22). 
r(!sulting  in  increased  erosion,  increased 
.stream  flow  fluctuation,  and  the 
accumulation  of  large  quantities  of 
.sediment  throughout  Zuni  hlnehead 
sucker  habitat  (Merkel  1979.  p.  4). 
Livestock  grazing  and  road  construction 
are  likely  to  continue  at  ])r(!sent  rates 
throughout  the  species'  range,  and 
logging  is  likely  to  continue  at  reduced 
rates.  .Sedimentation  results  in 
d(;pr(;ssed  niproductive  rat(!s  and 
inhibition  of  algal  growth  for  food. 
Therefore,  based  on  our  review  of  the 
available  information,  we  conclude  that 
the  effects  of  sedimentation  are  a  thnjat 
to  the  Znni  hlnehead  sucker  and  its 
habitat  rangewide. 

Dams/hnpoundments 

Much  of  the  primary  water  use  from 
the  Zuni  River  watershed  is  for 
irrigation  of  agriculture,  livestock 
grazing,  and  human  consunqjtion.  Many 
small  impoundments,  built  iirimarily  for 
watering  livestock,  partially  j)revent 
Hows  from  reaching  the  mainstem 
rivers.  According  to  Merkel  (1979,  p.  1), 


the  lower  Rio  Nutria,  Rio  Bescado,  and 
Zuni  River  drainages  have  been 
drastically  altercKl  hv  human  activities, 
such  as  the  construction  of  many  small 
impoundments  for  livestock  watering. 
Re.servoirs  and  divcasion  dams  for 
irrigation  have  dejjleted  stream  flows 
below  the  dams  and  inundated  stream 
reaches  above  the  dams  (Merkel  1t)79,  ]). 
1;  Hanson  1t)82,  p.  4).  Degradation  of 
the  u])per  watiushed  has  led  tc) 
increased  .sedimentation  ami  many  of 
the  reservoirs  an;  now  only  shallow, 
eutrophic  (nutrient  rich)  i)onds  or 
wetlands  with  little  or  no  storage 
capacity  (NMDGF  2004,  p.  20). 

.Sediment  trapping  by  these 
impoundments  has  also  changed  the 
character  of  the  .streams  by  altering 
channel  morjdiology  and  substrate 
com})osition.  The  lower  Rio  Nutria  was 
once  a  ])erennial  stream  with  wide 
meanders  honhired  by  willow  and 
cottonwood  (Popuhis  app.).  After 
construction  of  impoundments  in  the 
Rio  Nutria  below  the  box  canyon 
meanders,  the  channel  became  dee])ly 
inci.sed  with  predominantly  silt  or  silt- 
.sand  substrate,  which  is  unsuitable  for 
Zuni  hlnehead  sucker.  Flow  is 
intermittent  l)etw(!en  the  e])hemeral 
])ools  and  im])oundments.  Gurrent 
liahitat  conditions  are  not  favorable  for 
Zuni  hlnehead  sucker  in  much  of  the 
watershed  downstream  from  the  mouth 
of  Rio  Nutria  Box  Ganvon,  ])rimarily  due 
to  impoundments,  dams,  and 
sedimentation  from  logging  and  grazing. 

On  the  Navajo  Indian  Re.servation. 
many  small  impoundments  exist 
throughout  Zuni  hlnehead  suc;ker 
historic  habitat.  ])rimarily  for  irrigation 
(l]..S.  Army  Gorjis  of  Engineers  1995,  |). 

з) .  Additionally,  large  im|)oundments 
have  hecm  built  on  T.saile  and 
Wheatfields  Greeks  (NRG.S  2()()(),  pj).  20, 
23;  BOR  2()()2,  |).  12).  which  have 
largely  fragmented  Zuni  hlnehead 
sucker  habitat  for  miles  up  and 
downstream  of  the  impoundments.  Zuni 
hlnehead  suckers  currently  occur 
downstream  of  Tsaile  Dam  and 

и] )str(!am  of  Wheatfields  Dam 
(.Si)onholtz  e/  al.  2003,  ]).  4). 

Additionally,  heav(!r  dams  affect  Zuni 
hlnehead  sucker  habitat,  particularly  in 
New  Mexico.  In  2000,  h(!av(!r  activity  in 
Tampico  Draw  and  Rio  Nutria  increased 
greatly,  fragmenting  much  Zuni 
hlnehead  sucker  habitat  (Garman  2007, 
j).  1).  A  markcul  decrease  in  captured 
Zuni  hlnehead  sucker  in  Tam])ico  Draw 
was  attributed  to  increa.sed  siltation  and 
wat(!r  ])onding  due  to  heaver  ac:tivitv 
(Garman  2007,  p.  1).  In  2010,  .s])ring 
Hows  washed  out  the  heaver  dams  in 
Tampico  Draw,  creating  more  snitahle 
habitat  for  Zuni  hlnehead  sucker 
(Gilbert  and  Garman  2011,  p.  0).  The 


best  availahhi  information  does  not 
indicate  heaviir  activity  is  affecting  Zuni 
hlnehead  sucker  po])ulatlons  in 
Arizona. 

In  summarv,  Zuni  hlnehead  sucker 
habitat  has  been  reduced  rangewide  due 
to  impoundment  c:onstruction. 
Impoundments  have  lasting  effects  on 
.stream  habitat  both  up  and  downstream, 
suhsecjuently  fragmenting  fish 
])opulation.s  and  decreasing  their 
resiliency  and  long-term  ])ersi.stence. 
Based  on  onr  review  of  the  available 
information,  we  conclude  that  the 
(dfects  of  impoundments  are  a  current 
threat  to  Zuni  hlnehead  sucker  and  are 
having  rangewide  im])act.s  on  their 
habitat. 

Housing  Develf)pment.s 

.Subdivision  developments  within  the 
range  of  Znni  hlnehead  sucker  would 
increa.se  the  amount  of  imi)ervious 
surfaces  in  this  water.shed.  Impervious 
surfaces  include  buildings,  roads,  and 
j)arking  lots  (Brahec  e/  a).  2002,  ]).  49t)). 
An  increase  in  the  amount  of 
impervious  surfaces  could  increa.se  the 
amount  of  runoff  and  decrease 
infiltration  rates.  lm])act.s  of 
\irhanization  on  .stormwater  runoff  can 
cause  changes  in  land  or  stream  corridor 
use,  land  formations,  hvdrologv,  stream 
hydraulics,  habitat,  and  .sediment 
trans])ort  and  storage.  Urbanization  can 
cause  changes  in  fish  population 
com])osition  and  distribution  due  to 
habitat  changes  and  lower  water  table 
elevations  due  to  groundwater  use. 

In  2007.  the  Forest  granted  an 
easement  to  McKinley  Gounty  for  access 
across  Fonist  .Servic;e  land  via  Forest 
Road  191D  (Fore.st  .Service  2010  pj).  1- 
2).  The  granting  of  the  right-of-way 
allows  McKinley  Gounty  to  upgrade  and 
assume  maintenance  of  this  road,  which 
provides  access  to  the  upper  Rio  Nutria 
watershed.  This  road  may  fac:ilitate  the 
development  of  the  Tamj)ico  .S])ring.s 
Ranch  subdivision,  resulting  in 
additional  .sedimentation  and  ijotential 
groundwater  loss  in  the  watershed 
(Forest  .Servic;e  2010,  p.  17). 

In  summary,  the  increases  in 
sedimentation  and  water  withdrawals 
that  could  result  from  the  develojjinent 
of  additional  phases  of  the  subdivision 
lire  a  threat  to  the  Zuni  hlnehead  sucker 
habitat  in  Rio  Nutria  and  Tampico 
.Springs,  which  constitutes  the  hulk  of 
the  .s])ecie.s'  distribution  and  habitat  in 
New  Mexico.  As  a  result,  these  effects 
to  habitat  are  negatively  impacting  the 
species. 

Wildfires 

Wildfires  can  destroy  vegetation  along 
slo])es  and  stream  channels  altering  the 
])hysical  jjroperties  of  the  soil.  The  lack 
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of  ground  t:ov(;r  increases  the  amount  of 
potential  runoff,  thereby  increasing  the 
amount  of  woody  del)ris,  sculimentation, 
and  ash  entering  the  stream  (Swanston 
1901,  pp.  141,  17.5-177).  Indirect  effects, 
such  as  ash  flow  ev(!nts  that  follow 
wildfire  during  monsoonal  .seasons  can 
inundate  Znni  hlmihead  sucker  habitat 
and  smother  and  destroy  eggs.  Severe 
wildfires  that  extirpate  fish  ])opulations 
are  a  relatively  reccait  j)henomenon  and 
result  from  the  cumulative  effects  of 
historical  or  ongoing  overgrazing  by 
domestic  live.stock,  fire  sujjpression, 
and  climate  change  (Madanv  and  West 
1983.  p.  88(1;  Swetnam  199().  pjx  8-17; 
'rouchan  at  al.  1995,  p.  272  Swetnam 
and  Bai.san  1998,  j).  28;  Belsky  and 
Bhunenthal  1997,  p.  318;  Gresswell 
1999,  ]).  212;  Brown  at  al.  2004,  j).  388; 
McKenzie  at  al.  2004,  jx  898;  We.sterling 
at  al.  2008,  p.  943). 

Historically,  wildfires  in  the  region 
were  primarily  cool-burning  understorv 
fires  with  fire  return  intervals  of  4  to  8 
y(;ars  (Swetnam  and  Dieterich  1985,  p. 
395).  Coo))er  (1980,  ]).  137)  found  that, 
prior  to  the  1950s,  crown  fires  (inten.se 
fires  that  completely  t:onsnme  trees  and 
move  forward  through  tree  canopies) 
were  extreimdy  rare  or  nonexistent  in 
the  region.  Since  the  mid-1980.s, 
wildfire  fretiuency  in  western  forests  is 
nearly  four  times  the  average  of  1970  to 
1988,  and  the  total  area  burned  is  more 
than  8.5  times  the  ])revious  l(;vel 
(Westerling  at  al.  2008,  j).  941).  The 
average  length  of  fin;  season  increased 
by  78  (lavs  from  the  1970  to  1988  j)eriod 
to  the  1987  to  2003  i)eriod.  and  the 
average  time  hetwcxm  discovca  v  and 
control  increased  from  7.5  days  to  37.1 
days  for  the  same  timeframes 
(VVesterling  at  ah  2008,  p.  941). 

McKenzie  at  al.  (2004,  p.  893) 
suggested,  based  on  models,  that  the 
length  of  the  fire  .sea.son  will  likely 
incnaise  further  and  that  fires  in  the 
western  United  States  will  he  more 
fnuiuent  and  more  severe.  In  jjarticular. 
they  found  that  fire  in  New  Mexico 
appe.u's  to  he  acutely  sensitive  to 
.sumnuir  climate  and  temperature 
changes  and  may  respond  dramatically 
to  climate  warming. 

Chang(;s  in  relative  humidity. 
e.sp(;cially  drying  over  the  western 
l)nit(;d  States,  are  also  jjrojected  to 
increase  the  number  of  days  of  high  fire 
danger  (Brown  at  al.  2004,  p.  385). 
Because  Zuni  hluehead  sucker  are  found 
juimarily  in  isolatcKl,  small  headwater 
streams,  they  are  unable  to  swim  awav 
from  ash  flows,  and  opjmrtunities  for 
natural  recolonization  are  unlikely,  due 
to  the  highly  fragmented  nature  of  Zuni 
hlu(;lu?ad  sucker  |)oj)ulation.s. 

Persistence  of  Zuni  hluehead  sucker  in 
streams  affected  by  fire  and  subsequent 


a.sh  flows  is  unlikely  in  the  Znni 
watershed.  The  niccaitly  fumhal  Zuni 
Mountain  Collaborative  Forest 
Landscape  Rcistoration  ])roj(;ct  is 
exj)ect(Ki  to  nxluce  wildfire  risk  over 
22,882  ha  (58,000  ac)  in  the  Rio  Puerco 
and  Rio  Nutria  wat(;r.sheds  (Fore.st 
Service;  2012,  j).  1).  Currently,  wildfire 
risk  in  this  area  is  considered  high  (class 
111),  hut  over  the  n(;xt  decade  this  risk  is 
exp(;ct(;d  to  he  reduced.  The  available 
information  does  not  indicate  that 
wildfire  is  a  threat  to  populations  in 
Arizona.  Therefore,  based  on  the 
lik(;lihood  that  fire  risk  will  he  reduced 
in  New  Mexico,  we  do  not  consider 
wildfire  to  he  a  threat  to  Zuni  hluehead 
sucker  habitat  rangewide. 

Climate  Cihange 

Our  analys(;s  under  the  Endangered 
Species  Act  include  consideration  of 
ongoing  and  projected  changes  in 
climate.  The  terms  “climate”  and 
“climate  change”  are  defined  hv  the 
lntergov(;rnmental  Panel  on  Climate 
Change  (IPCC).  The  term  “climate” 
refers  to  the  mean  and  variahilitv  of 
different  types  of  weather  conditions 
over  time,  with  30  years  being  a  typical 
period  for  such  nu;asurements,  although 
shorter  or  longer  periods  also  mav  he 
used  (IPCC  20()7a,  p.  78).  The  term 
“climate  change”  thus  refers  to  a  change 
in  the  mean  or  variability  of  one  or  more 
measures  of  climate  (e.g.,  temperature  or 
pr(;ci])itation)  that  persists  for  an 
extended  period,  typically  decad(;s  or 
longer,  whether  the  change  is  due  to 
natural  variahilitv,  human  activity',  or 
both  (IPCC  20()7a,  p.  78). 

Scientific  nu;a.surements  s])anning 
several  decades  demonstrate  that 
changes  in  climate  are  occurring,  and 
that  the  rate  of  change  has  be(;n  faster 
since  the  195()s.  Examples  include 
warming  of  the  global  climate  system, 
and  substantial  increa.ses  in 
])recipitatiou  in  some  regions  of  the 
world  and  decreases  in  other  regions. 
(For  these  and  other  (;xample.s,  see  IPCC 
2()()7a,  p.  30;  and  Solomon  at  al.  2007, 
])]).  35-54,  82-85).  Results  of  .scientific 
analyses  j)res(;nted  by  the  IPCC  show 
that  most  of  the  observed  increase  in 
global  average  temperature  since  the 
mid-20th  century  cannot  he  (;xplained 
by  natural  variability  in  climate,  and  is 
“very  likely”  (defined  by  the  IPCC  as  90 
percent  or  higher  probability)  due  to  the 
oh.serv(;d  increase  in  greenhouse  gas 
(Cl  1C)  concentrations  in  the  atmosphere 
as  a  r(;sult  of  human  activities, 
])articularly  carbon  dioxide  (;mission.s 
from  use  of  fossil  fuels  (IPCCi  2007a,  pp. 
5-8  and  figures  SPM.3  and  .SPM.4; 
Solomon  at  al.  2007,  pp.  21-35).  Further 
confirmation  of  the  role  of  CHCs  comes 
from  anah'ses  bv  Muber  and  Knutti 


(2011,  p.  4),  who  concluded  it  is 
extremely  likely  that  ajjproximately  75 
percent  of  global  warming  since  1950 
lias  been  caused  by  human  activities. 

Scienti.sts  u.se  a  variety  of  climate 
models,  which  include  consideration  of 
natural  proc(;.sses  and  variability,  as 
w'ell  as  various  .scenarios  of  potential 
l(;vel.s  and  timing  of  CiHC  emissions,  to 
evaluate  the  causes  of  chang(;s  alr(;ady 
observed  and  to  project  future  changes 
in  tem])erature  and  other  climate 
conditions  ((;.g..  Meehl  at  al.  2007, 
entire;  Cianguly  at  al.  2009.  j)p.  11555. 
15558;  Prinn  at  al.  2011,  pp.  527,  529). 
All  combinations  of  models  and 
emissions  .scenarios  yield  very  similar 
projections  of  increases  in  the  most 
common  measure  of  climate  change, 
average  global  surface  temperature 
(commonly  known  as  global  warming), 
until  about  2030.  Although  jjrojections 
of  the  magnitude  and  rate  of  warming 
differ  after  about  2030,  the  ov(;rall 
trajectory  of  all  the  projections  is  one  of 
increa.sed  global  warming  through  the 
end  of  this  century,  (;ven  for  the 
jirojections  ha.sed  on  scenarios  that 
assume  that  CIIC  emissions  will 
stabilize  or  decline.  Thus,  there  is  strong 
.scientific  support  for  jirojections  that 
w'arming  will  continue  through  the  21.st 
century,  and  that  the  magnitude  and 
rate  of  change  will  be  influenc(;d 
substantially  by  the  extent  of  CHC 
(anissions  (IPCC  2007a,  pp.  44—45; 

Meehl  at  al.  2007.  pp.  780-784  and  797- 
811;  Canguly  at  al.  2009.  pj).  15555- 
15558;  Prinn  at  al.  2011,  pp.  527,  529). 
(See  IPCC;  20071),  j).  8,  for  a  summary  of 
other  global  pro)ection.s  of  climate- 
related  ebanges,  such  as  fre(}uency  of 
heat  waves  and  changes  in 
precij)itation.  Also  see  IPCC, 

2011  (entire)  for  a  summary  of 
observations  and  projections  of  extreme 
climate  events.) 

Various  changes  in  climate  may  have 
direct  or  indirect  effects  on  sj)ecie.s. 
These  effects  may  he  positive,  neutral, 
or  negative,  and  they  may  change  over 
time,  depending  on  the  species  and 
other  relevant  considerations,  such  as 
interactions  of  climate  with  other 
variables  (e.g.,  habitat  fragmentation) 
(IPCC  2007b.  pp.  8-14,  18-19). 
Identifying  likely  effects  often  involves 
aspects  of  climate  change  vulnerability 
analysis.  Vulnerability  refers  to  the 
degree  to  which  a  species  (or  .system)  is 
susceptible  to.  and  unable  to  cope  with, 
adverse  effects  of  climate  change, 
including  climate  variability  and 
extremes.  Vulnerability  is  a  function  of 
the  type,  magnitude,  and  rate  of  climate 
change  and  variation  to  which  a  species 
is  exposed,  its  sensitivity,  and  its 
adaptive  ca})acity  (IPCC  2007a,  p.  89; 
see  also  Click  at  al.  2011,  pp.  19-22). 
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Tliere  is  no  single  method  for 
conducting  such  analyses  that  aj)j)lies  to 
all  situations  (Click  at  al.  2011,  j).  3).  We 
us(!  our  ex|)ert  judgment  and 
a|)|)ro|)riate  analytical  approaches  to 
wtiigh  relevant  information,  including 
uncertainty,  in  our  consideration  of 
various  asp(!cts  of  climate  change. 

As  is  the  case  with  all  stressors  that 
we  a.s.se.ss.  even  if  we  conclude  that  a 
spcicies  is  curnaitly  affected  or  is  likely 
to  he  affected  in  a  migative  wav  hv  one 
or  more  climate-related  impacts,  it  does 
not  necessarily  follow  that  the  species 
meets  the  definition  of  an  “endangenul 
s|)eci(!s'’  or  a  “thnnitened  species" 
under  the  Act.  If  a  sj)eci(!.s  is  listed  as 
taulangered  or  threatened,  knowledge; 
n;garding  the  vulnerability  of  the 
species  to.  and  known  f)r  anticipated 
impacts  from,  climate-associated 
changes  in  environmental  con(litif)ns 
can  lx;  used  to  helj;  devise  api)roj)riate 
strat(;gi(;.s  for  its  r(;covery. 

(ilooal  climate  projections  are 
informative;,  anel.  in  se)me;  e;ase;.s.  the; 
exily  e)r  the;  he;.st  se:ie;ntifie;  infe)rmatie)n 
iivaihihle;  ie)r  us  te)  use.  11e)we;ve;r. 
pre)je;e:te;el  e:hange;s  in  elimate;  anel  re;late;el 
im|)ae;ts  e;an  v.irv  snhstantiallv  ae:re)ss 
anel  within  elifferent  re;gie)n.s  e)f  the; 
we)rlel  (e;.g..  IPCX!  2()()7a.  pj).  8-12). 
'rhe;re;fe)re;.  we;  use;  "ele)wnse;ale;er' 
pre)je;e:tie)n.s  whe;n  they  are;  iivailahle;  anel 
hiive;  he;e;n  ele;ve;le)pe;el  lhre)ngh 
a|)|)re)|)riate  se:ie;ntifie:  pre)e;e;elnre;s. 
lM;e;€nise;  sne;h  pre)je;e:tie)ns  i)re)viele;  highe;r 
re;se>lutie)n  infe)rmatie)n  that  is  me)re; 
re;le;vant  te)  .s|)ati<il  .se:ales  iise;el  leer 
;malyse;s  e)f  a  give;n  spe;e;ie;.s  (.se;e;  (fiie;k  at 
(tl.  201 1 .  pp.  .58-()l .  ie)r  a  eliseaissieui  e)f 
eie)wnse;aling).  With  re;garel  te)  e)ur 
analysis  fe)r  the;  Zimi  l)lue;he;ael  .sue;ke;r. 
ele)wnse;ale;el  pre)je;e:tie)n.s  are;  available. 

Climate  .sinuilatie)ns  e)f  Palme;r 
Dreeught  Se;ve;rity  Inele;x  (I’SDl)  (a 
e:ale;ulatie)n  e)f  the  cumulative;  e;ffe;e;ts  e)f 
pre;e:ipitatie)n  anel  temperature;  e)n 
surfaea;  moisture;  halanea;)  fe)r  the; 
.Se)uthwe;st  fe)r  the  pe;rie)eis  e)f  20()()-2()30 
ami  2()33-2()(i0  pre;elie:t  an  ine;rease;  in 
elre)ught  se;ve;rity  with  snrfaea;  warming. 
Aelelitie)nally,  elre)nght  .still  ine:re;ase;s 
eluring  we;tte;r  .sinuilatie)ns  l)e;e:ause;  e)f  the; 
e;ffe;e:t  e)f  he;at-re;late;el  me)i.stnre;  le).s.s 
{He)e;rling  anel  Eiselieiei  2007.  j).  10). 
Annual  me;an  pre;e:i])itatie)n  is  iike;iv  te) 
ele;e;re;a.se;  in  the  Sexithwest  as  well  as  the; 
length  e)f  snow  se;a.se)n  anel  sne)w  eiepth 
(IPCC  20071).  p.  887).  Me)st  me)ele;l.s 
j)re)je;e:t  a  wieie;.spre;ael  ele;e:re;a.se;  in  .sne)W 
eiepth  in  the;  Ke)e;kv  Me)nntains  anel 
e;arlie;r  sne)wme;lt  (1PC(;  2007h.  ]).  801). 
Fxae:tly  he)w  e:limate;  change;  will  affe;e:t 
pre;e:i|)itatie)n  is  less  e:e;rtain.  l)e;e:au.se; 
pre;e:i])itatie)n  pre;elie;tie)ns  are;  hase;el  e)n 
e:e)ntinental-se:ale;  ge;nt;ral  e;ire;nlatie)n 
me)ele;l.s  that  ele)  ne)t  ye;t  ae;e;e)unt  fe)r  land 
u.se  anel  lanel  e;e)ve;r  e;hange;  e;ffe;e:ts  e)n 


e;limate;  e)r  re;gie)nal  phe;ne)me;na. 
Ce)nsi.ste;nt  with  re;e;e;nt  e)l).se;rviitie)ns  in 
e;hange;s  freem  e:lim:ite;,  the;  e)utle)e)k 
l)re;se;nte;el  fe)r  the;  .Se)nthwe;st  i)re;elie:ts 
warmer,  elrier.  eire)ught-like;  e:onelitie)ns 
(.Se;age;r  at  (il.  2007,  p.  1181;  lle)e;rling 
anel  Ki.se:he;iel  2007.  p.  10).  A  ele;e;line;  in 
Wiiter  re;se)nre:e;s  will  he;  a  signifieaml 
iae:te)r  in  the;  e;e)mpre)mi.se;ei  w;ite;rshe;els 
e)f  the;  ele;.se;rt  se)nthwe;.st. 

(]lim<ite;  e:hange;  e;e)idel  iiffe;e:t  the;  Zimi 
hlueheiiel  sue;ke;r  thre)ugh  ine;re;ase;el 
te;mi)e;ratnre;s,  e;vape)ratie)n,  anel 
|)re)l)<ihility  e)f  le)ng-te;rm  elre)ught. 
He)we;ve;r,  we;  are;  ne)t  able  te)  pre;elie;t 
with  e:e;rtaintv  he)w  the  inelire;e;t  e;ife;e:t.s 
e)f  e;limate;  e;hange;  will  afie;e:t  Zuni 
i)lne;he;ael  sne:ke;r  habitats  elm;  te)  a  lae:k 
e)f  infe)rmation  e)n  the;  groimelwater 
syste;m  that  pre)viele;.s  wate;r  te)  the 
spe;e:ie;s'  s|)ring-fe;ei  habitat  anel  large;- 
se:ale;  ])re)je;e;tie)n.s  e)f  pre;e;ipitatie)n  that 
e:e)ntril)ute;  te)  stre;am  ne)w.  We;  e;e)ne;luele; 
that  edimale;  eihange;  may  he;  a  signifieiant 
.stre;sse)r  that  inelire;e:tly  e;xae:e;rhate;.s 
e;xi.sting  thre;ats  by  ine'.re;asing  the; 
like;lihe)e)el  e)f  pre)le)nge;el  elre)iight  that 
we)nlel  r(;eine;e;  wate;r  iivaihihility  lor 
.stre;amfle)w  e)r  spring  fle)w  anel  ineair 
future;  hahiliit  le).ss.  The;  Nalieenal 
inte;gnite;el  Dre)ught  lnfe)rmatie)n  Sysle;m 
(2012)  e:la.ssi(ie;s  elreeught  in  ine;re;asing 
se;ve;rity  e:ate;ge)rie;s  fre)m  iil)ne)rmally  elry. 
te)  me)ele;nite;.  .se;ve;re;.  e;xtre;me;,  anel.  me)sl 
.se;ve;re;.  e;xe:e;ptie)nal.  'I’lie;  .se)nthwe;ste;rn 
IJniteel  .Sliite;s  is  e:urre;ntly  e;xj)e;rie;ne:ing 
elre)nght  e:e)nelitie)ns  e;las.sifie;ei  as 
me)ele;rale;  te;  e;xe;e;ptie)n<il.  Dreenght 
e:e)nelitie)n.s  are;  re;pe)rte;ei  as  .se;ve;re;  te) 
e;xtre;me;  fe)r  are;as  e)e;e;upie;el  by  Znni 
hlm;he;aei  .sm:ke;r  in  Arize)n<i  anel  Ne;w 
Me;xie;e)  (Natie)nal  lnte;grate;el  Dreeught 
lnfe)rmatie)n  System  2012). 

While;  Zuni  hlm;he;aei  sm:ke;r  have 
surviveel  many  eireenghts  in  its 
eve)lutie)nary  hi.ste)rv,  the;  pre;se;nt  stiilus 
e)f  this  .spee:ie;s  emel  its  habitat  is  so 
ele;graele;el  that  the;  effe;e:t.s  e)f  the;  elrought 
may  he;  more;  eliffie;iilt  for  the;  .s|)e;e:ie;s  to 
withstanel.  In  .se)me;  are;a.s  of  Zuni 
l)lm;he;ael  .sucke;r  hiihilat,  elre)ught  re;.siilts 
in  le)we;r  .stre;amfie)w  e)r  pe)e)l  hahitiit, 
with  e:e)n.se;epiently  warme;r  water 
tempe;ralnre;.s  anel  me)re;  e;re)wele;ei 
habitats  with  pe)te;ntiallv  higher  le;ve;ls  e)f 
pre;elatie)n  anel  e:e)nipe;titie)n.  In  e)the;r 
are;as  elre)nght  re;elm:e;s  ne)e)eling.  whie:h 
woidel  ne)rm<illy  re;juve;nate;  habitat  anel 
tenel  te)  re;elm:e;  pe)])nlatie)ns  of  .se)me; 
ne)nnative;  spe;e:ie;s.  whie:h  are;  le;.s.s 
aelapteel  te)  the;  large;  fle)e)els  e)f  .Se)uthwe;st 
stre;am.s  (Mine;kle;y  anel  Meffe;  1087.  p]). 
0.3-104;  Stefferuej  anel  Rinne;  1000.  p. 

03).  As  sue:!),  leeng-term  anel  re;e:urre;nt 
elre)ught,  as  a  result  e)f  eilimate;  e;hange;. 
may  affe;e;t  Zuni  hlue;he;iiel  sue:ker 
habitat,  hut  the  .se;ve;rity  e)f  the  thre;at  anel 
impacts  remains  une:e;rtain.  'rhe;re;fe)re;, 
we;  e;e)ncluele;  that  le)ng-te;rm  elre)ught,  as 


a  re;.sult  e)f  e:limate;  e:hange;,  is  e:urre;ntly 
cl  thre;at  to  the;  Zuni  l)lue;he;ael  sue;ke;r, 
anel  will  liki;lv  he;  a  thre;at  in  the;  future. 

In  aelelitie)]).  the;  im])ae:t.s  fre)m  e:limate; 
elumge  will  likely  e;x;ie:e;rl)ate;  the;  e:urre;nt 
anel  e)nge)ing  lhre;at  e)f  luihiteit  le)ss 
e:ause;el  by  e)the;r  fae:te)rs,  as  eli.se:usse;el 
al)e)ve;. 

Summary  e)f  I’'ae:te)r  A 

The;  Zuni  hlueheael  sue;ke;r  fae:e;s  n 
variety  e)f  thre;ats  thre)ughe)ut  its  range;  in 
Arizeena  anel  Ne;w  Me;xie:e).  ine:lueling 
wate;r  withelrawcils.  le)gging.  live;.ste)e;k 
grazing.  wate;r  im])e)unehue;nts,  reeael 
e:e)nstrue:tie)n.  suhelivisie)!)  eie;ve;le)pment, 
anel  le)ng-te;rm  elrought.  In  New  Me;xie;e). 
water  withelrawals.  suhelivision 
ele;ve;le)pment.  lives! e)e:k  grazing.  re)ael 
e;e)nstrue:lie)n.  le)gging,  anel  elreeught 
thre;ate;n  Zuni  hlueheael  sue:ke;r.s  anel 
their  habitat.  In  Arizeena.  wate;r 
withelrawals.  livestoe;k  grazing,  re);iei 
e:e)n.slrue:tie)n,  anel  elre)Ught  have;  affe;e:te;el 
the;  Zuni  hlueheael  sueiker.  'fhese 
aeitivities.  ahem;  anel  in  e:e)ml)inatie)n, 
e:e)ntril)Ute;  te)  the;  substantial  le)ss  anel 
ele;graelalie)n  e)f  habitat  in  Arize)na  cinel 
Ne;w  Me;xie:e). 

The;  e;hange;s  in  the;  ile)w  re;gime;s  anel 
le).ss  e)f  habitat  fre)m  water  withelrawals. 
seelimentatie)!!,  anel  imj)e)unelme;nts  have; 
re;elue:e;el  anel  elimimiteel  pe)])ulatie)ns  e)f 
Zuni  blm;he;a(l  sue;ke;r  in  be)th  Ni;w 
Me;xie;e)  ciiiel  Arize)na.  The;.se;  e:e)nelitie)n.s. 
in  e;e)mbinatie)n  with  the;  ])re;elie:te;el 
we)rse;ning  elre)ught  e:e)nelitie)ns  elm;  te) 
e;lim:ite;  ediange;.  will  e:e)nlinue;  te)  ele;graele; 
anel  e;liminate;  Zuni  blue;he;ael  .sue;ke;r 
habitat. 

Fcie;te)r  H.  ()ve;rutilizatie)n  fe)r 
C,e)mme;re:ial.  Re;e;re;atie)nal.  Se:ie;ntifie;.  e)r 
l'xiue:atie)nal  Pur])e)se;s 

The;  Zuni  hlueheael  sue:ke;r  is  ne)t  a 
game;  fish  anel  ele)e;s  ne)t  have; 
re;e:re;atie)nal  or  e:e)mme;re:ial  value;.  Be)th 
the  Arizona  Game  anel  Fish  De;partme;nt 
(AGFD)  anel  NMDtiF  i)re)hibit  e;e)lle;e:tie)n 
e)f  the;  spe;cie;s  (NMDGF  1008.  p.  11; 
AGFD  2011.  p.  0),  althe)ugh  e;e)lle;e:tie)n  e)f 
Zuni  blue;he;ael  sue:ke;r  may  be; 
authe)rizeel  bv  either  State;  bv  si)e;e:ial 
p(;rmit.  A  limiteel  amount  of  .se:ie;ntifie; 
e:e)lle;e;tion  e)e;e:urs  but  ele)e;s  ne)t  ])e)se;  a 
thre;at  to  Zuni  blue;he;ael  .sue;ke;r  be;e;ause; 
it  is  re;gulate;el  ap])re)j)riate;ly  by  the; 
Slates.  Re;e:re;atie)nal  angling  may  e)e;e:ur 
within  e)e:e:upie;ei  Zuni  blue;he;ael  sue:ke;r 
habitats,  as  neennative;  e:riiyfish  are; 
e;e)mme)nly  fishe;el  fe)r  anel  useel  fe)r  bciit. 
Zuni  blue;he;ael  sue:ke;r  may  be; 
ine:iele;ntally  e;anght  by  angle;rs  large;! ing 
e)the;r  fish,  whe;reby  Zuni  blue;he;ciel 
sm;ke;rs  e.an  be;  injureel  e)r  kille;el. 
He)we;ve;r.  we;  ele)  ne)t  have;  any  e;viele;ne:e; 
sugge;sting  that  the  oe:e:asie)nal  re;me)val 
e)f  Zuni  bhie;he;ael  sucker  in  this  manne;r 
is  a  thre;at  to  the  spe;e;ie;s. 
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Factor  C.  Dis(!as(!  or  Predation 
Disease 

In  giMieral,  fish  species  are  susceptible 
to  a  si)ectrum  of  di.seases,  and  the  Zuni 
hluehead  sucker  is  no  exce])tion. 

Dis(iases  could  potentially  impact  the 
reproduction,  growth,  and  survival  of 
the  Zuni  hlmdiead  sucker,  lu  addition, 
drought  conditions  (discus.sed  above) 
may  cause  physiological  stre.ss  on  Zuni 
hluehead  sucker  making  them  more; 
susceptible  to  disea.scx 

Black  grub,  also  called  l)hn;k  s])ot 
(Nodscus  spp.)  is  a  parasitic  larval  fluke 
that  appears  as  black  spots  on  the  body 
of  a  fish.  Adult  black  grub  trematodes 
live  in  a  bird’s  mouth  and  produce  eggs, 
which  are  swallowed  unharmed  and 
ndea.sed  into  the  water  in  the  bird’s 
feces.  Eggs  mature  in  the  water,  hatch, 
and  infest  mollusks  as  an  intermediate 
host,  'fhey  then  migrate  into  the  tissues 
of  a  second  intermediate  host,  which  is 
typically  a  fi.sh.  When  the  larvae 
pimetrate  and  migrate  into  the  tissues  of 
a  fish,  they  cause  damage  and  possibly 
hemorrhaging,  'fhe  larvae  then  become 
encapsulated  by  host  ti.ssue  and  appear 
as  black  spots.  The  damage  caused  by 
one  individual  black  grub  is  negligible, 
hut  in  great  numbers  they  may  kill  a  fish 
(Lane  and  Morris  201)0,  ])]).  2-3:  Qui.st 
e/  (tl.  2007,  p.  130).  Black  grub  was 
found  on  several  Zuni  hluehead  suckers 
in  2005  in  the  Rio  Nutria  Box  (ianyon 
area  (Carman  2000,  ]).  8).  None  were 
.seen  on  fish  caught  in  2000  or  2007,  hut 
black  grub  was  observed  again  in  the 
Rio  Nutria  Box  Canyon  in  2008  and 
Agua  Rcmiora  in  2008  through  2010 
((iarman  2009.  p.  t);  (ulhert  and  Carman 
2011,  p.  17).  Because  .surveys  have  heim 
intermittent  in  recent  years,  there  is  no 
information  on  whether  black  grub  is 
pre.sent  within  occu])ied  habitats  of 
Zuni  hluehead  sucker  in  Arizona  on  the 
Navajo  Indian  Reservation,  hut  black 
grub  does  occur  within  the  Little 
Colorado  River  and  San  Juan  River 
drainages  (Hobbes  2001a,  ])p.  38-39). 
Results  from  investigations  on  the 
effects  of  black  grub  on  other  .s])ecies  of 
fish  have  varied;  effects  have  ranged 
from  none,  to  slowing  growth,  to 
mortality  (Hunter  and  llunter  1938.  ])p. 
480-481;  Vinikour  1977,  pp.  83,  88; 
L(;mlv  and  E.sch  1984.  ])p.  475.  488-490; 
Quist  e/  (il.  2007,  p.  130).  Vinikour 
(1977,  pp.  83.  88)  found  no  effect  on 
longnosc!  dace  (Hhinichtlivs  catametfw) 
between  populations  that  were  infested 
with  black  grub  and  noninfested 
])o]ndation.  However,  Hunter  and 
Hunter  (1938,  pj).  480-481)  showed  that 
young  black  bass  [Microptcriis 
dolomieu]  with  heavy  infestation  of 
black  grub  lost  weight.  Young  hluegill 
[Leponiis  macrochirus)  died  due  to 


black  grub  infestation  (Lemly  and  Esch 
1984,  pp.  475,  488-4t)0).  The  effects  of 
black  grub  on  the  Zuni  hhuibead  sucker 
are  unJiiiown. 

rhere  is  no  ])ul)li.shed  information  on 
other  di.s(!as(!s  of  the  Zuni  hlmdiead 
sucker,  although  information  is 
available  from  the  Intth;  Colorado  River 
and  San  Juan  River  watershed  for 
similar  species.  Asian  tapeworm 
(Bothriocr.phalus  achcilognalhi]  and 
anchor  worm  {Ldmadci)  have  Ixum  found 
in  the  San  Juan  River  system,  hut 
neither  was  found  to  infe.st  hluehead 
suckers  (Landye  e/  (il.  1999,  p.  B).  In 
addition,  Landye  e/  (iI.  (199t),  p.  7)  also 
detected  the  protozoan 
Ichthvophthii'ius,  hut  it  was  not  found 
to  affect  hluehead  suckers. 

The  available  information  does  not 
indicate  disease  is  a  threat  to  the  Zuni 
hluehead  sucker  rangewiile.  However, 
black  grub  mav  he  a  threat  to  the 
species:  this  parasite  has  ])rofound 
effects  on  many  othcir  species  of  fish  and 
it  has  been  detected  in  Zuni  hluehead 
sucker.  Currently,  the  best  available 
information  indicates  that  it  could  he  a 
threat  and  ailditional  sampling  and 
studicis  are  needed.  We  retiuest 
information  on  any  ])otential  threat 
po.sed  by  black  grub  c)r  other  disea.se  to 
the  Zuni  hluehead  sucker. 

Predation 

The  introduction  and  spread  of 
nonnative  species  has  l)(!en  identified  as 
one  of  the  primary  factors  in  tin; 
continuing  decline  of  native  fishes 
throughout  North  America  and 
])articularlv  in  the  southwestern  United 
States  (Miller  19B1,  pp.  3B5.  397-398; 
Lachner  e/  al.  1970,  p.  21;  Ono  et  al. 
1983,  pp.  90-91;  Carlson  and  Muth 
1989.  pp.  222,  234;  Fuller  at  al.  1999,  p. 
1;  ITojxst  Ht  al.  2008,  pp.  1240-1251; 
Pllger  Hi  al.  2010.  pp.  300,  311-312). 
Nonnative  fish  and  crayfish  are  found 
throughout  the  range  of  the  Zuni 
hluehead  sucker. 

Nonnative  fishes  known  to  occur 
within  the  historical  range  of  the  Zuni 
hluehead  sucker  include  channel  catfish 
{Iclalaras  panctatas).  fathead  minnow, 
green  sunfish,  plains  killifish  [Fandalas 
zahrinus),  larg(!moulh  bass  [MicroptHius 
s(dmoidHs),  rainbow  trout,  cutthroat 
trout  (Oncorhvnchas  clarkii),  northern 
])ike  (Hsox  lacius]  brown  trout  [Scdnio 
Imtta).  grass  carp  ((ItHnopharyngodon 
idHila),  and  goldfish  ((kirassias  aandas) 
(NMDCF  2003,  pp.  2-14;  NMDCF  2005, 
]).  10:  David  200B,  j))).  7-15).  In 
|)articular,  nonnative  jmulatorv  fishes 
(jjrimarily  green  sunfi.sh)  have 
contributed  to  the  displacement  or 
elimination  of  the  sjjecies  from  ])ortions 
of  its  historical  range  (NMDCF  2004,  p. 
24).  Predation  by  green  sunfish  uj)on 


native  fishes  with  the  Colorado  River 
drainage  has  h(!en  well  documented 
(Marsh  and  Langhorst  1988,  p.  05;  Lohr 
and  Fausch  1990,  p.  155;  Dudley  and 
Matter  2000,  pp.  24,  27-28;  Tyus  and 
Saunders  2000,  j).  19).  Pro]).st  at  al. 

(2001.  p.  102)  document(!d  few  or  no 
Zuni  hluehead  suckers  in  areas 
occupied  by  green  sunfish.  The  rarity  of 
small  Zuni  hluehead  suckers  in  Agua 
Remora  may  he  due  to  green  sunfish 
j)redation  on  young  Zuni  hluehead 
sucker,  limiting  recruitment  (Marsh  and 
Langhorst  lt)88.  p.  05;  Carman  2008.  p. 
17).  In  2000,  green  sunfi.sh  dominated 
the  catch  in  Agua  Remora  ((iarman 
2007,  ]).  7),  hut  since  that  time, 
dedicated  eradication  efforts  have  led  to 
a  significant  decline  in  green  sind'ish 
numbers,  and  larval  Zuni  hluehead 
suckers  were  observed  in  200t)  (Cilhert 
and  Carman  2011,  p.  17).  indicating  the 
population  was  responding  positively  to 
the  r(!duced  numbers  of  green  sunfish. 
The  Zuni  hluehead  sucker  occurs  only 
in  stream  habitats  that  are 
comj)aratively  fnu!  of  nonnative  fishes 
(Pro]).st  and  Hobbes  1990.  p.  37:  Carman 
2009,  ]).  20).  In  Arizona,  many  of  these 
nonnative  predatory  fishes  occur  on  the 
Navajo  Indian  Reservation  within 
occupied  sites,  including  Whiskey 
(ireek  (Hobbes  2001a.  p.  27;  Ciarman 
2004,  p.  9).  Wheatfiehls  (irecik  (Hobbes 
2001a,  p.  32;  (iarman  2004,  p.  15),  and 
'Lsaile  Creek  (Hohhcis  2001a.  pp.  3.5-37; 
(iarman  2004,  |).  17).  and  it  is  likely  that 
])redation  of  Zuni  hluehead  sucker  is 
occurring  at  these  sites. 

Other  nonnative  ])redatorv  fish  are 
found  within  the  range  of  Zuni 
hluehead  sucker,  including  fathead 
m.nnow.  brown  trout.  rainl)ow  trout, 
northern  ])ike.  and  channel  catfish. 
Predation  by  the.se  species  on  native 
suckers  has  been  documented  in  the  San 
Juan  River.  New  Mexico,  and  Yam])a 
and  Creen  Rivers.  (Colorado  (Marsh  and 
Brooks  1989,  pj).  188,  191:  John.son  et 
al.  1993,  j).  1139;  Brooks  at  al.  2000,  pp. 
75-70.  80;  Ward  and  Bonar  2003.  |).  43). 

Two  .sj)ecies  of  nonnative  crayfish 
have  been  documented  in  the  lower 
Ciolorado  River  drainage:  Tla;  northern 
crayfish  (OrcaiiHctHS  virilis)  ami  nui 
swamp  crayfish  (Procainhenus  clarkii) 
((ihilds  1999,  p.  5).  Crayfish  can  impact 
acpiatic  systems  h(;cau.se  they  are 
op])ortunistic  omnivores  (eating  both 
animals  and  plants)  (('.arpenter  2005.  p. 
335).  Many  .studi(!.s  have  demonstrated 
that  introcluced  crayfish  j)rey  upon 
native  fishes  and  compete  with  them  for 
.shelter  (Rahel  and  Stein  1988,  ]).  94; 
Rahel  1989.  p.  301;  Bryan  at  al.  2002. 
pp.  49.  55-50;  Carjjenter  2005,  pp.  5, 
339).  Crayfish  are  known  to  eat  fish 
eggs.  es])ecially  those  bound  to  the 
substrate  (Dorn  and  Mittelhach  2004,  p. 
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213.5).  like  those  of  tlie  Zuni  blueluiad 
sucker. 

The  norfliern  crayfish  was  detected  in 
the  Zuni  River  confluence  with  the  Rio 
Pescado,  in  the  Rio  i^iscado  itself,  and 
in  the  lower  end  of  Rio  Nutria  in  2()()(). 
2001.  and  2004.  respectively  (NMDCIF 
2004.  p.  5;  Carman  2000.  p.'20).  The 
northern  crayfish  is  also  present  at 
occupied  sites  of  Zuni  hluehead  sucker 
on  the  Navajo  Indian  Reservation  in 
Arizona,  including  Whiskey  (Teek 
((barman  2004.  p.  0).  Wheatfields  Caeek 
(llohhes  2001a.  p.  30;  (kiiinan  2004.  j). 
12),  Black  .Soil  Wash  (Ckuinan  2004,  p. 

4;  Kitcheyan  and  Mata  2012.  p.  2). 
Kinlichee  (Teek  (Kitcheyan  and  Mata 
2012,  p.  2).  and  Tsaile  Creek  (Hobbes 
2001a.  j).  30;  Carman  2004,  p.  17).  The 
northern  crayfish  is  tolerant  of  a  wide 
range  of  habitats  and  may  1)(!  a  threat  to 
Zuni  hluehead  sucker  through 
competition  or  j)redation. 

Nonnative  fish  and  crayfish  occur 
throughout  the  range  of  tlie  Zuni 
hluehead  sucker,  and  in  Agua  Remora 
the  dominance  of  green  snnfish  appears 
to  he  the  cau.se  of  limited  recruitiiKmt 
and  po|3ulation  decline.  Given  the 
widespread  occurrence  of  green  snnfi.sh 
and  other  nonnative  j)redator.s  across 
the  range  of  the  Zuni  hluehead  sucker 
and  the  low  Zuni  hluehead  sucker 
|)0])ulation  numhers  rangewide,  we 
conclude  that  predation  is  a  threat  to  the 
Zuni  hluehead  sucker. 

C,onservation  Ffforts  To  Reduce  Di.sease 
or  Predation 

As  stated  above.  NMlKiF  has  begun  a 
grecai  sunfish  eradication  effort  at  Agua 
Remora,  which  has  significantly 
lowered  the  green  sunfish  jjopulation 
there,  such  that  larval  Zuni  hluehead 
suck(!r  were  observed  after 
implementation  of  this  ])rogram.  after 
sc'veral  years  of  ah.smice. 

.Snmmary  of  Factor  C] 

In  summary,  black  grub  has  been 
documented  throughout  the  range  of  the 
s|)ecies  and  is  known  to  adversely  affect 
or  kill  fish.  In  addition,  nonnative 
pnulatory  fish,  j)articularlv  greem 
sunfish,  have  contributed  to  the 
displacement  or  elimination  of  the 
.sj)ecies  throughout  its  range,  and 
nonnative  crayfish  are  likely  preying 
upon  Zuni  hlnelmad  sucker  eggs, 
'riierefon;,  we  conclude  that  disease 
may  he  a  threat  to  the  Zuni  hluehead 
sucker  and  j)redation  is  a  documented 
thr(!at  to  the  species.  These  threats  are 
alniady  occurring,  they  affect  the 
s|)et;ies  throughout  its  range,  and  they 
result  in  the  reduced  viability  of  the 
sj)ecies  because  of  the  reduced  range 
and  low  po])ulation  numhers  rangewide. 


Factor  D.  The  lnade(|uacy  of  Existing 
Regulatory  Mechanisms 

Under  this  factor,  we  examine 
whether  existing  regulatory  mechanisms 
are  inadcujuate  to  addre.ss  the  thrixits  to 
the  Zuni  hluehead  sucker  discus.sed 
under  other  factors.  .Section  4(h)(1)(A)  of 
the  Act  re(juires  the  .Service  to  take  into 
account  “those  efforts,  if  any,  h(!ing 
made  by  any  .State  or  foreign  nation,  or 
any  political  subdivision  of  a  .State  or 
foreign  nation,  to  protect  such  .sp(!cies 
*  *  In  relation  to  Imctor  D  under 
the  Act.  we  intcapret  this  language  to 
require  the  .Service  to  consider  relevant 
Federal.  .State,  and  Ih  ihal  laws, 
regulations,  and  other  such  mechanisms 
that  may  minimize  any  of  the  threats  we 
de.scrihe  in  threat  analy.ses  under  the 
other  four  factors,  or  otherwise  enhance 
con.servation  of  the  species.  We  give 
strongest  weight  to  .statutes  and  their 
im|)l(!menting  regulations  and  to 
management  direction  that  stems  from 
those  laws  and  regnlations.  An  example 
would  he  State  governmental  actions 
enforced  under  a  .State  statute  or 
con.stitution,  or  luideral  action  under 
statute. 

Having  evaluated  the  significamx!  of 
the  threat  as  mitigated  by  any  such 
con.servation  efforts,  we  analyze  under 
Imctor  D  the  extent  to  which  existing 
r(!gulatory  mechanisms  are  inadecpiate 
to  addre.ss  the  .sj)(!cific  threats  to  I  Ik; 
s])ecies.  R(!gulatory  mechanisms,  if  tluiv 
exist,  may  reduce  or  eliminate  the 
inqjacts  from  one  or  more  identified 
threats.  In  this  .section,  we  review 
existing  .State  and  Federal  nigulatorv 
mechanisms  to  determine  whether  they 
effectiv(dy  reduce  or  nnnove  tlnxiats  to 
the  Zuni  hluehead  .suc:ker. 

Existing  regulatory  mechanisms  that 
could  provide  .soim;  j)rotection  for  the 
Zuni  hluehead  sucker  include:  (1)  New 
Mexico  Wildlih;  Conservation  Act;  (2) 
Wildlife  of  .S])ecial  Concern  Act  in 
Arizona;  (3)  National  Environmental 
Policy  Act  (NEPA);  (4)  National  Forest 
Management  Act;  and  (5)  Zuni  Pueblo 
Law  and  Order  ('.ode. 

.State  Regulations 

New  Mexico  .State  law  jjrovides 
limited  jjrotection  to  the  Zuni  hluehead 
sucker.  The  species  is  listed  in  New 
M(!xico  as  endangered.  Croup  2,  which 
an;  those  species  “whose  prospects  of 
survival  or  recruitment  within  the  state 
are  likely  to  become  jeopardized  in  the 
near  fntun;’’  (NMHCF  1988,  p.  1;  Bison- 
M  2012).  This  designation  provides 
j)rotection  under  the  New  Mexico 
Wildlife  (Conservation  Act  of  1974  (the 
.State's  endangered  species  act)  (19 
NMAC  33.0.8),  hut  it  only  prohibits 
direct  take  of  this  species,  exce|)t  under 


issuance  of  a  scientific  collecting 
permit.  A  limited  amount  of  scientific 
collection  occurs  hut  does  not  ])ose  a 
threat  to  Zuni  hlueh(!ad  sucker  because 
it  is  regulated  a])])ropriately  by  the 
State;.  The  New  Mexico  Wildlife 
(Con.s(;rvation  Act  defines  “take”  or 
“taking”  as  “harass,  hunt,  cajeture.  or 
kill  any  wildlife  or  attempt  to  do  so”  (17 
NMA(C  17.2.38).  In  other  words,  New 
Mexico  .State  status  as  an  endangered 
s])ecies  conveys  protection  from 
colh;ction  or  intentional  harm  to  the 
animals  themselves  hut  does  not 
provide  habitat  protection.  Penalties  for 
violations  may  result  in  fines  nj)  to 
.Si ,()()()  and  im])risonment  up  to  1  year. 

The  Wildlife  of  Special  Concern  Act 
in  Arizona  lists  the  Znni  hluehead 
sucker  as  a  candidate  species  (ACFD 
1998.  p.  8).  Candidate  species  are  those 
species  or  .suhs])ecies  for  which  threats 
are  known  or  .su.s])ect(;d  but  for  which 
substantial  j)opulation  declines  from 
historical  levels  have  not  been 
documented  (though  they  apjjear  likely 
to  have  occurred)  (A(^FD  1998,  p.  8). 

The  listing  under  the  .State  of  Arizona 
law  does  not  j)rovide  protection  to  the 
sj)ecies  or  their  habitats.  Howev(;r,  in 
2007,  A(jFD  identified  the  Zuni 
hluehead  sucker  in  fishing  regulations 
as  a  .State-jjrotected  native  fish  that  may 
not  be  ]30ssessed;  however  this  status 
still  lacks  habitat  protection  (ACFD 

2007,  p.  1).  Penalties  for  violations 
r(;sult  in  a  fine. 

In  Arizona  and  New  Mexico  the  Znni 
hluehead  sucker  is  classified  as  a 
.S]3ecies  of  (neatest  (Conservation  Need 
(.SC(;N)  (ACFD  2008,  p.  154;  NMDCF 

2008,  p.  54).  New  Mexico’s  .S(JCCN  are 
associated  with  key  habitats  and  include 
low  and  declining  poj)ulation.s  and 
species  of  high  recreational,  economic, 
or  chari.smatic  value  (NMD(>F  2008,  ]). 
8).  No  regidatory  protections  are 
afforded  based  on  this  designation. 
Because  there  are  no  provisions  for 
habitat  conservation  in  either  .State’s 
law,  the  existing  New  Mexico  Wildlife 
(Conservation  Act  and  the  Arizona 
Wildlife  of  .S])ecial  (Concern  Act  do  not 
address  the  threat  of  nonnative  .speci(;s 
in  the  habitat  of  the  Zuni  hluehead 
Slicker. 

As  discns.sed  above  (.see  Factor  C. 
Disease  or  Predation),  the  introduction 
and  .s])read  of  nonnative  aquatic  species 
is  a  threat  to  Znni  hluehead  sucker.  The 
exi.sting  regulatorv  mechanisms  in 
Arizona  and  New  Mexico  do  not  jjrotect 
the  Zuni  hluehead  sucker  from 
nonnative  aipiatic  predators.  Regulation 
of  programs  to  introduce,  augment, 
spread,  or  permit  such  actions  do  not 
addniss  the  spread  of  nonnative  species, 
as  many  nonnative  sjiecies 
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introductions  an;  conducted  through 
incidental  or  unregulated  actions. 

VVe  ahso  searcluul  for  State  laws  or 
local  ordinances  that  wouhl  incliuh! 
provisions  for  instreain  water  rights  to 
protect  fish  and  wildlife  and  their 
liahitat.  New  Mexico  water  rights  are 
regulated  by  the  Inter.state  Stream 
(ionimi.ssion  and  the  Office  of  State 
Engineer  for  surface  and  groundwater; 
New  Mexico  State  law  does  not  allow 
for  instream  flows  for  fish  and  wildlife. 
Instreain  flows  for  fish  and  wildlife  (/.e., 
water  is  not  diverted  for  irrigation  hut 
remains  in  the  river  to  ensure 
permanent  flows)  are  allowed  under 
Arizona  water  law;  however,  this  is  a 
relatively  recent  provision,  and  instream 
water  rights  have  low  ju  ioritv  and  are 
often  overcome  by  more  senior 
diversion  rights.  Arizona  State  law  also 
allows  groundwater  jjiimping  via  a 
permit  proc:ess  administered  by  the 
Arizona  Department  of  Water  Resources. 
As  discussed  above  (see  the  above 
discussion  on  water  withdrawals  under 
I'actor  A),  despite  this  regulation, 
groundwater  withdrawals  have  resulted 
in  reduced  surface  flow  in  Zuni 
hluehead  sucker  habitat.  Therefore,  it 
seems  that  the  Arizona  State  law  does 
not  adecpiately  ju'otect  Zuni  hluehead 
snt;ker  habitat. 

h’ederal  Regulations 

Many  Federal  statutes  potentially 
afford  protection  to  Zuni  hluehead 
sucker.  A  few  of  these  are  the  Federal 
Land  Policv  and  Management  Act  (43 
II.S.C.  1701-1782)  the  National  Fore.st 
Management  Act  (10  U.S.C.  1000  at 
sacj.),  and  the  Clean  Water  Act  (33 
U.S.C.  1251  at  saq.).  However,  in 
practice,  the  provisions  of  these  statutes 
that  recjuire  consideration  of  rare 
s})ecies  have  not  been  able  to  address 
the  threats  to  the  Zuni  hluehead  sucker. 

The  P’ederal  Land  Policy  and 
Management  Act  and  National  Forest 
Management  Ac:t  ju'ovide  mechanisms 
for  protection  and  enhancement  of  Zuni 
hluehead  sucker  and  its  habitat  on 
Federal  lands.  The  only  Zuni  hluehead 
sucker  population  on  Federal  land  is  in 
Agua  Remora,  on  the  Cibola  National 
Forest.  The  National  P’orest  Management 
Act  re(|uires  the  Forest  Service  to 
])re])are  management  jjlans  for  each 
National  Fore.st;  a  plan  has  been 
comi)leled  for  the  Cibola  National  Forest 
(Forest  Service  1985,  ])]).  17-18).  Forest 
plans  must  meet  the  recjnirements  of  the 
Natural  Re.sources  Multiple-Use  Act  to 
address  such  issues  as  recreation,  range, 
timber,  biological  diversity,  and 
economic  and  social  factors  in  agenc:y 
decision  making.  The  1985  Cibola 
National  Fore.st  Plan  includes  a 
discussion  of  protection  of  the  Zuni 


hluehead  sucker.  The  j)lan  indicated 
that  fencing  would  protect  Zuni 
hluehead  sucker  ri|)arian  habitat,  hut 
imju'oved  range  management  was 
needed  to  restore  the  entire  watershed. 
The  Fore.st  .Service  has  made  minor 
progress  in  protecting  the  habitat  at 
Agua  Remora  by  fencing  the  area  to 
])revent  grazing,  hut  as  di.scussed  above, 
fencing  has  not  been  comj)letelv 
effective  due  to  inadecjuate  maintenance 
of  the  fences,  (iontinued  monitoring  and 
maintenance  of  this  fence  is  neces.sarv 
to  ])rovide  sufficient  protection  to  the 
Zuni  hluehead  sucker  population  in 
Agua  Remora  from  the  effects  of 
livestock  grazing. 

In  addition,  the  Zuni  hluehead  sucker 
is  listed  as  a  .sensitive  .sj)ec:ies  for  the 
Fore.st  .Service’s  .Southwestern  Region, 
which  includes  Arizona  and  New 
Mexico  (U.SFS  2007,  p.  22).  The  Fore.st 
.Service  intends  to  develoj)  and 
implement  management  practices  to 
ensure  that  designated  sensitive  species 
do  not  become  threatened  or 
endangered  because  of  Fore.st  .Service 
actions.  Essentially,  sensitive  species 
must  receive  special  management 
considerations  or  protection  by  the 
Forest  .Service  to  ensure  their  viahilitv 
to  preclude  trends  toward 
endangerment  that  would  result  in  the 
need  for  Federal  listing.  While  the 
Forest  .Service  has  attempted  fencing  at 
Agua  Remora  to  eliminate  the  threat  of 
livestock  grazing,  there  are  a  number  of 
other  threats  to  the  ])opulation  at  Agua 
Remora  that  are  beyond  the  Fore.st 
.Service’s  control;  namelv,  water  levels 
have  been  extremely  low  in  recent 
years,  and  in  the  ah.sence  of  removals  by 
NMDCF,  green  sunfish  affect  Zuni 
hluehead  sucker  recruitment. 

.Section  404  of  the  Clean  Water  Act 
regulates  placement  of  fill  into  waters  of 
the  United  .States,  including  most  of 
Zuni  hluehead  sucker  habitat.  However, 
many  actions  highly  detrimental  to  Zuni 
hluehead  sucker  and  its  habitat,  such  as 
irrigation  iliversion,  .structure 
con.struction  and  maintenance,  and 
live.stock  grazing  are  often  exempted 
from  the  Clean  Water  Act  or  do  not 
ajiply  for  juotection  under  the  Clean 
VVater  Act.  Other  detrimental  actions, 
such  as  hank  .stabilization  and  road 
crossings,  are  covered  under  nationwide 
permits  that  receive  little  or  no  .Service 
review.  A  lack  of  thorough.  .site-.s])ecific 
analy.ses  for  jirojects  can  allow 
substantial  adverse  effects  to  Zuni 
hluehead  sucker  and  its  habitat. 

Tribal  Regulations 

Zuni  Pueblo — The  Zuni  hluehead 
sucker,  .sj)eckled  dace,  and  grass  carp 
are  protected  from  fi.shing  in  Zuni 
Pueblo  lakes  (Zuni  Pueblo  Law  and 


Order  (iode  .S7-5-3  jiaragraph  3(')).  In 
addition,  stream  fishing  is  prohibited  on 
the  Pueblo.  These  regulations  protect 
the  species  from  take  by  fi.shing  hut  do 
not  protect  Zuni  hluehead  sucker 
habitat  or  prevent  take  from  sources 
other  than  fi.shing,  such  as  water 
withdrawals  and  live.stock  grazing. 

Navajo  Nation — The  Zuni  hluehead 
sucker  is  currently  not  protetded  within 
the  Navajo  Indian  Reservation.  The 
Navajo  Nation  Endangered  .Species  List 
cla.ssifies  the  hluehead  sucker  as  a 
whole  as  a  (i4  species.  (i4  .sjiecies  are 
candidates  and  include  those  species  or 
subspecies  that  may  he  endangered  hut 
for  which  they  lack  sufficient 
information  to  support  listing  (Navajo 
Nation  Heritage  Program  2008,  pp.  i,  iv, 
vi,  84). 

.Summary  of  Factor  D 

In  summary,  the  .States’  endangered 
species  and  water  withdrawal 
regulations,  as  well  as  the  Federal  Land 
Policy  and  Management  Act  and  the 
National  Fore.st  Management  Act  are  not 
adequate  to  protect  the  Zuni  hluehead 
sucker  or  its  habitat.  .State  regulations 
prohibiting  take  of  the  species  have 
been  in  place  for  decades;  however, 
the.se  regulations  are  not  adecpiate  to 
address  the  threats  to  habitat, 
particularly  water  withdrawals, 
impoundments,  and  the  distribution 
and  abundance  of  nonnative  fishes. 
Because  mo.st  of  the  threats  to  the  Zuni 
hluehead  sucker  are  from  effects  to  its 
habitat  and  the  introduction  of 
nonnative,  invasive  species,  in  order  to 
])rotect  individuals  and  ensure  the 
sjKicie.s’  long-term  con.servation  and 
survival,  its  habitat  must  he  j)rotected. 
Therefore,  we  conclude  the.se  existing 
regulations  are  inadequate  to  mitigate 
the  impacts  of  identified  threats  to  the 
species. 

Factor  E.  Other  Natural  or  Manmade 
Factors  Affecting  Its  Continued 
Exi.stence 

Other  natural  or  manmade  factors 
affecting  the  continued  existence  of  the 
Zuni  hluehead  sucker  include  habitat 
fragmentation,  which  is  intensified  by 
the  small  sizes  of  the  remaining 
populations. 

Habitat  Fragmentation 

Zuni  hluehead  sucker  jjopulations 
apjjear  to  have  always  been  relatively 
isolated  from  one  another,  as  evidenced 
by  the  genetic  lineages  that  have  been 
observed  (.Service  201 2a.  pers.  comm.). 
The  further  fragmentation  of  habitat  and 
resulting  increased  isolation  of  Znni 
hluehead  sucker  poj)ulations  affects  the 
species  rangewide.  l)y  increasing  the 
risk  of  population  loss  and  subsequent 
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loss  of  genetic  lineages.  Dewatering  and 
drought  conditions  have  resulted  in 
fragiiientation  of  Zuni  hluehead  sucker 
populations,  ami  continued  water 
(leinands  are  expected  to  further  reduce 
habitat  available  to  the  Zuni  hluehead 
sucker  and  will  likely  further  fragment 
and  isolate  ])opulations.  Fragmentation 
of  Zuni  hluehead  sucker  habitat 
increases  the  species'  vulnerability  from 
threats  of  further  habitat  loss  and 
competition  from  nonnative  fish 
lMu;ause  immigration  and  recoloni/.ation 
from  adjacent  populations  is  less  likely. 
In-depth  analy.ses  of  southwestern  fish 
occurrence  j)atterns  (including  Zuni 
hluehead  sucker)  led  Fagan  ot  al.  (2002. 
p.  32.54)  to  conclude  that  the  number  of 
occurrences  or  po])ulations  of  a  species 
is  far  less  significant  in  determining 
extinction  risk  than  is  fragmentation  of 
the  species.  Another  source  of  habitat 
fragmentation  is  the  construction  of 
dams.  Dams  are  known  to  change  the 
hydraulics  of  the  streams  in  the  system, 
converting  many  formerly  j)er(;nnial 
streams  into  semiperennial  or 
ephemeral  streams  that  prevent 
movement  of  fish  between  po])ulations 
and  dramaticallv  alter  the  llow  regiim? 
of  streams  through  the  impoundment  of 
water  (higon  e/  al.  1995.  pp.  184-18!)). 

Small,  isolated  |)opulations  are 
subject  to  genetic  threats,  such  as 
iuhnuiding  depression  (reduced  health 
due  to  (;l(!vat(;d  levels  of  inbreeding)  and 
to  genetic  drift  (a  reduction  in  gem;  flow 
within  the  sj)ecie.s  that  can  increase;  the 
prohahility  of  unh(;althv  traits;  Meffe 
and  (Carroll  1994).  Facial  deformities 
have  l)(;en  seen  in  approximately  5 
p(;rcent  of  the  i)Oj)ulations  at  Agua 
Remora  and  Tampico  .Springs;  these 
deformities  have  been  attributed  to  the 
genetic  effects  of  small  ])opidations 
((barman  2009,  p.  13).  although  the  rate 
of  deformity  declineel  over  time,  such 
that  no  captured  fish  exhibited 
deformities  in  2010  ((filbert  and  (barman 
2011,  p.  17).  External  deformities  such 
as  these  have  been  link(;d  to  a  low 
survival  rate  in  other  .small.  isolat(;d  fish 
populations  (Sato  2000.  j).  598);  a 
iower(;d  survival  rate  could  reduce  the 
Zuni  hluehead  sucker  poj)ulation  sizes 
at  A(pia  Remora  and  Tampico  Sjirings 
over  time. 

Diu;  to  the  small  reaches  of  remaining 
habitat  where  Zuni  hluehead  suckers 
(H:cur  in  relatively  low  numbers,  single 
populations  of  Zuni  hluehead  sucker  are 
at  high  risk  of  extirpation  due  to 
stochastic  events  from  other  known 
thr(;ats,  such  as  wildfire  or  ej)isodic 
drought  (see  Factor  A  discussion).  Zuni 
hluehead  suck(;r  have  exi)erienced  and 
withstood  a  numh(;r  of  droughts  over 
time,  hut  given  the  anticipated 
increased  frequency  and  duration  of 


drought,  combined  with  the  reduced 
])oj)ulation  size  and  occu])ied  habitat, 
the  speci(;.s  is  at  a  higher  risk  of 
(;xtirpation  and  the  sj)ecies  has  a 
reduced  resiliency  to  stocha.stic  events. 

Summary  of  Factor  F 

Cfiirrently,  Zuni  hluehead  sucker 
})oi)ulations  are  highly  fragmented 
within  .small,  isolat(;d  springs  and 
stream  .segments,  causing  them  to  lx; 
vulnerable  to  stocha.stic  events,  such  as 
wildfire  and  e])i.sodic  drought.  In 
addition,  detrimental  genetic  effects 
have  already  been  observed  within  two 
populations.  All  known  Zuni  hluehead 
sucker  poi)ulatious  an;  small  and 
isolated,  increasing  their  vulnerability. 
Due  to  the  reduction  in  their  range,  and 
small  po])ulation  size,  the  remaining 
])opnlations  of  Zuni  hluehead 
exjierience  reduced  viahilitv;  therefore, 
we  conclude  that  habitat  fragmentation 
is  a  threat  to  Zuni  hluehead  suc;ker. 

(aimulative  Effec:ts:  Factors  A  Through 

E 

Many  of  the  threats  discussed  above 
act  in  concert,  and  the  resulting  (;ffects 
to  Zuni  hluehead  sucker  are  am))lified. 
For  example,  the  reduction  of  water 
(piantity  restricts  the  geographic  size;  of 
the  po|mlation,  which  cau.ses  the 
s])ecies  to  he;  more  vulnerable  to  other 
threats,  such  as  h(;aver  dams  modifying 
habitat,  an  increa.se  in  nonnative 
pr(;dators,  or  ash  flows  from  wildfin; 
that  may  further  reduci;  or  eliminate  the 
population.  The  ability  of  a  ])opulation 
to  l)e  resilient  to  thr(;ats  d(;pends  on  the 
robustness  of  the  population.  For  Zuni 
hluehead  sucker,  the  remaining 
populations  are  likely  not  robust.  Thev 
are  reduced  in  size  and  their  habitat  has 
been  reduced  to  a  fraction  of  their 
historic  range.  Cfiven  these 
circum.stances,  the  combined  effects  of 
current  threats  to  the  populations  puts 
the  species  at  risk  rangewide.  The 
combined  effects  of  drought  and 
nonnative  ])redatory  fish  mav  reduce 
habitat,  fragment  the  nanaining  habitat, 
and  reduce  reproductive  potential, 
resulting  in  fewer  fish.  The  nanaining 
popidations  become  less  r(;silient  and 
are  not  ca])ahle  of  recovering  from  tin; 
threats.  Rej)roductiv(;  efforts  from  the; 
Zuni  hluehead  sucker  jiopulations  will 
1)(;  affect(;d  by  the  threats  to  their 
habitat,  re.sidting  in  j)opulations  with 
reduced  viabilities. 

Determination 

VV(;  have  car(;fully  assessed  the  t)(;st 
scientific  and  commercial  information 
available  regarding  the  ])ast,  pre.sent, 
and  future  threats  to  Zuni  hluehead 
suckers.  Habitat  loss  from  water 
withdrawals,  sedimentation,  and 


impoundments  is  oc:curring  rangewide, 
has  resulted  in  extirpation  of  the  species 
from  all  hut  headwater  habitats,  and  is 
not  likely  to  lx;  reduced  in  the  fiitun; 
(Factor  A).  The  species’  range  has  t)i;en 
reduced  by  !)()  percent  in  New  Mexico, 
and  current  distribution  is  limited  to 
thn;;;  ])opulations  in  4.8  km  (3  mi)  of 
.streams.  Drought  frecpiency  and  water 
withdrawals  are  likelv  to  increa.se. 
further  restricting  habitat  and 
fragmenting  or  eliminating  po])ulations. 
Pr(;dation  from  nonnative  fish  is 
(K:curring  rangewide  and  has  b(;en 
shown  to  r(;duce  recruitment  and 
population  size  at  one  location;  this 
situation  is  likely  imj)acting  other 
lK)pulations,  as  well  (Factor  (]).  State 
wildlife  laws  and  Federal  regidations 
such  as  the  National  Forest  Management 
Act  are  not  adecpiate  to  address  the 
threats  to  the  species  (Factor  D). 
Additionally,  the  Zuni  hluehead  sucker 
is  not  able  to  naturallv  recolonize 
unoccujjied  areas  (Fat:tor  E).  There  is 
virtually  no  redundancy  of  ])0])ulations 
within  each  occuj)i(;d  watersh(;d,  further 
increasing  the  risk  of  loss  of 
representation  of  (;xisting  genetic 
lineages  and,  ultimatelv,  extinction. 
These  threats  have  alreadv  result(;d  in 
the  (;xtirpation  of  Zuni  hluehead  sucker 
throughout  an  estimated  90  ])erc(;nt  of 
its  range  and  are  onlv  likelv  to  incn;ase 
in  .severity.  Although  there  is  less 
information  available  on  thr(;ats 
occurring  on  the  Navajo  Indian 
Reservation,  the  information  we  do  have 
is  similar  in  kind  and  intensitv  to  that 
for  N(;w  Mexico.  Th(;se  threats  are 
ongoing,  are  rangewide,  are  ex])ect(;d  to 
increas(;  in  the  future,  and  an; 
significant  because  they  further  restrict 
limited  available  habitat  and  dec;rease 
the  resiliency  of  the  Zuni  hluehead 
sucker  within  those  habitats. 

The  Act  defines  an  endangered 
species  as  any  sjiecies  that  is  “in  danger 
of  extinction  throughout  all  or  a 
significant  jjortion  of  its  range”  and  a 
threatened  species  as  any  species  “that 
is  lik(;ly  to  become  endangered 
throughout  all  or  a  significant  portion  of 
its  range  within  the  fore.s(;eahle  future.” 
We  find  that  the  Zuni  hluehead  sucker 
is  |)re.sently  in  danger  of  extinction 
throughout  its  entire  range  based  on  the 
severity  and  immediacy  of  threats 
currently  imjjacting  the  .sj)ecies.  The 
overall  range  has  been  significantlv 
reduced,  the  remaining  habitat  and 
jK)pulations  are  threatened  by  a  variety 
of  factors  acting  in  combination  to 
reduce  the  overall  viability  of  the 
spec:ie.s.  The  risk  of  (;xtinction  is  high 
hecau.se  the  remaining  jjojndations  are 
small,  isolated,  and  have  limited 
potential  for  recolonization.  Therefore, 
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on  tlie  basis  of  tlie  best  available 
scientific  and  coinnujrcial  information, 
we  pro])ose  listing  tbe  Ziini  bluehead 
sucker  as  endangered  in  accordance 
with  sections  3(8)  and  4(a)(1)  of  tbe  Act. 
We  find  that  a  threatened  sj)ecies  .status 
is  not  api)ropriate  for  tbe  Ziini  bluehead 
sucker  because  of  the  contracted  range 
(loss  of  no  percent  of  its  historic  range), 
b(!cause  tin;  threats  are  occurring 
rangewide  and  are  not  localized,  and 
becau.se  the  threats  an;  ongoing  and 
expected  to  continue  into  the  future. 

Under  the  Act  and  our  imjjleinenting 
regulations,  a  species  may  warrant 
listing  if  it  is  threatened  or  endangered 
throughout  all  or  a  significant  ])ortion  of 
its  range.  The  Zuni  bluehead  sucker 
pro])osed  for  listing  in  this  rule  is  highly 
restricted  in  its  range  and  the  threats 
occur  throughout  its  range.  Therefore, 
we  asse.ssed  the  status  of  the  species 
throiighout  its  entire  range.  I'lie  threats 
to  the  survival  of  the  species  occur 
throughout  the  s])ecie.s’  range  and  are 
not  restricted  to  any  ])articular 
significant  portion  of  that  range. 
Accordingly,  onr  as.sessment  and 
propo.sed  determination  ap])lies  to  the 
species  throughout  its  entire  range. 

Availalile  C^onservalion  Measures 

(lonservation  measures  ])rovided  to 
.s])(;cie.s  li.sted  as  endangered  or 
threatened  under  the  Act  include 
recognition,  recovery  actions. 
re(|uirements  for  Federal  protection,  and 
jn'ohibitions  again.st  certain  ])rac:tice.s. 
Recognition  through  listing  results  in 
public  awareness  and  con.servation  by 
Federal.  State,  Tribal,  and  local 
agencies,  private  organizations,  and 
individuals.  Tbe  Act  encourages 
cooperation  with  the  States  and  retpiires 
that  recovery  actions  be  carried  out  for 
all  listed  species.  The  protection 
r(;(iuired  by  Federal  agencies  and  the 
})rohibitions  against  certain  activities 
are  discu.ssed,  in  part,  below. 

The  primary  jjurpose  of  the  Act  is  the 
conservation  of  endangered  and 
threatened  species  and  the  ecosystems 
upon  which  thev  de])end.  The  ultimate 
goal  of  such  conservation  efforts  is  the 
recovery  of  these  li.sted  species,  so  that 
they  no  longer  need  the  protective 
measures  of  the  Act.  Subsection  4(f)  of 
tbe  Act  requires  the  Service  to  develop 
and  implement  r{;coverv  plans  for  the 
conservation  of  endangered  and 
threatened  species.  The  r(;coverv 
planning  process  involves  tbe 
identification  of  actions  that  are 
necessary  to  halt  or  reverse  the  specdes’ 
decline  by  addressing  the  threats  to  its 
survival  and  recovery.  The  goal  of  this 
process  is  to  restore  listed  species  to  a 
point  where  they  are  secure,  .self- 


sustaining,  and  functioning  components 
of  their  ecosy.stems. 

Recovery  planning  includes  the 
d(;veloi)ment  of  a  recovery  outline 
shortly  after  a  species  is  li.sted  and 
l)re])aration  of  a  draft  and  final  recovery 
])lan.  The  rec:overv  outline  guides  the 
immediate  implementation  of  urgent 
recoverv  actions  and  (h;scribes  the 
process  to  be  u.sed  to  (h;veh)p  a  recoverv 
j)lan.  Revisions  of  tin;  plan  may  be  done 
to  addre.ss  continuing  or  new  threats  to 
tin;  .s])ecie.s,  as  new  substantive 
information  becomes  available.  'Flu; 
rec:overv  plan  identifies  site-specific 
management  actions  that  set  a  trigger  for 
review  of  the  five  factors  that  control 
whether  a  sjjecies  r(;mains  endangered 
or  may  be  downlisted  or  delisted,  and 
methods  for  monitoring  recoverv 
progress.  Recovery  jilans  also  establish 
a  framework  for  agencaes  to  coordinate 
their  recovery  efforts  and  j)rovide 
estimates  of  the  cost  of  imjjlementing 
recoverv  tasks.  Recovery  teams 
(composed  of  .s])ecie.s  experts.  Federal 
and  State  agencies,  nongovernmental 
organizations,  and  stakeholders)  are 
often  established  to  develoj)  recoverv 
plans.  When  completed,  the  recoverv 
outline,  draft  recoverv  plan,  and  the 
final  recoverv  plan  will  be  available  on 
our  Web  site  [http://\v\v\\’.f\vs.}>ov/ 
(nidangaivd),  or  from  our  New  Mexico 
Ecological  Services  Field  Office  (see  FOR 
FURTHER  INFORMATION  CONTACT). 

hn])lemenlation  of  recoverv  actions 
generally  recjuires  the  ])artici])ation  of  a 
ijroad  range  of  ])artner.s,  including  other 
Federal  agencies.  States,  Tribal, 
nongovernmental  organizations, 
busine.sses,  and  jjrivate  landowners. 
Exam])les  of  recoverv  actions  include 
habitat  restoration  (e.g.,  restoration  of 
native  vegetation),  research,  captive 
l)ropagation  and  reintroduction,  and 
outreach  and  education.  The  recovery  of 
manv  listed  .s])ecies  cannot  be 
accomplished  .solelv  on  Federal  lands 
becau.se  their  range  may  occur  primarily 
or  solelv  on  non-Federal  lands.  To 
achieve  recoverv  of  these  species 
r(;(]uires  cooperative  conservation  efforts 
on  ])rivate.  State,  ami  'fribal  lands. 

If  this  .sj)ecies  is  li.sted,  funding  for 
recoverv  actions  will  be  available;  from 
a  variety  of  .sources,  inchuling  f’ederal 
budgets.  State  programs,  and  cost  share 
grants  for  non-Federal  landowners,  tbe 
a{;ademic  e;omnumity.  and 
nongovernmental  organizations.  In 
addition,  ])ur.suant  to  section  (i  of  tbe 
Act,  the  States  of  Arizona  and  New 
Mexico  would  be  eligible  for  Federal 
funds  to  implement  management 
actions  that  promote  the  protection  or 
recoverv  of  the  Zuni  bluehead  sucker. 
Information  on  our  grant  jjrograms  that 


are  available  to  aid  sjjecies  recovery  can 
be  found  at:  litt[)://\\’\\’i\’.f\\’s.gov/gi'(ints. 

Although  the  Zuni  bluehead  sucker  is 
only  propo.sed  for  li.sting  under  tbe  Ac;t 
at  tills  time,  please  let  us  know  if  you 
are  intere.sted  in  jiarticipating  in 
r(;coverv  efforts  for  this  .s|)ecies. 
Additionally,  we  invite  you  to  submit 
any  new  information  on  this  species 
wh(;never  it  becom(;s  available  and  any 
information  you  may  have  for  recovery 
planning  purpo.ses  (.see  FOR  FURTHER 
INFORMATION  CONTACT). 

Section  7(a)  of  tbe  Act  requires 
Federal  agencies  to  evaluate  their 
actions  with  respect  to  any  species  that 
is  jiroposed  or  listed  as  an  endang(;red 
or  threatened  sj)ecii;.s  and  with  resjiect 
to  its  critical  habitat,  if  any  i.s 
designated.  Regulations  implementing 
this  interagency  coojieration  provision 
of  the  Act  are  codified  at  50  CFR  jiart 
402.  Section  7(a)(4)  of  the  Act  reijuires 
Federal  agencies  to  confer  with  the 
Service  on  any  action  that  is  likely  to 
jeojiardize  the  continued  existence  of  a 
species  propo.sed  for  li.sting  or  result  in 
destruction  or  adverse  modification  of 
propo.sed  critical  habitat.  If  a  species  i.s 
listed  .sub.s(;(iuentlv,  section  7(a)(2)  of 
the  Act  r(;(iuire.s  F(;deral  agenci(;.s  to 
(;n.sure  that  activities  they  authorize, 
fund,  or  carry  out  are  not  likely  to 
jeopardize  the  continued  existence  of 
the  species  or  destrov  or  adverselv 
modify  its  critical  habitat.  If  a  Federal 
action  may  affect  a  listeil  sjiecies  or  its 
critical  habitat,  tbe  responsible  Federal 
agency  must  enter  into  formal 
consultation  with  the  Service. 

Federal  agency  actions  within  the 
species’  habitat  that  may  recpiire 
conference  or  consultation  or  both  as 
d(;.scribed  in  the  preceding  paragraph 
include  management  and  any  other 
land.scape-altering  activities  on  Federal 
lands  administered  by  the  U.S.  Fish  and 
Wildlife  Service,  U.S.  Forest  Service, 
and  National  Park  Service  (Canyon  D(; 
Chelly  National  Monument);  issuance  of 
section  404  Clean  Water  Act  ])ermit.s  by 
the  Army  Corps  of  Engineers;  and 
construction  and  maintenance  of  roads 
or  highways  by  the  Fed(;ral  Highway 
Admini.stration. 

The  Act  and  its  imj)h;menting 
regidations  set  forth  a  series  of  general 
prohibitions  and  exceptions  that  apply 
to  all  endangered  wildlife.  The 
prohibitions  of  section  9(a)(2)  of  tbe  Act, 
codified  at  50  (’FR  17.21  for  endangered 
wildlife,  in  part,  make  it  illegal  for  any 
l)er.son  subject  to  tbe  jurisdiction  of  the 
United  States  to  take  (includes  harass, 
harm,  pursue,  hunt,  shoot,  wound,  kill, 
trap,  capture,  or  collect;  or  to  attempt 
any  of  these),  import,  export,  ship  in 
inter.state  commerce  in  the  course  of 
commercial  activitv,  or  sell  or  offer  for 


5384 


Federal  Register  /  Vol.  78,  No.  17/ Friday,  January  2.'i,  2013 /Propo.sod  Rules 


.sale  in  interstate  or  foreign  coninuinH! 
anv  listed  species.  Under  the  Lacev  Act 
(18  U.S.U.  42-43:  10  U.S.C.  3371-3378). 
it  is  also  illegal  to  ])ossess.  sell,  deliver, 
carry,  transport,  or  ship  any  such 
wildlife  that  has  hecni  taken  illegally, 
('.ertain  exceptions  apply  to  agents  of  the 
.Service  and  .State  con.servation  agenci(;.s. 

We  may  issue  permits  to  carry  out 
otherwise  j)rohihiteii  activities 
involving  endangered  and  threatened 
wildlife  s|)ecies  under  certain 
circumstances.  Regulations  governing 
permits  are  codified  at  .10  (iFR  17.22  for 
endangered  species,  and  at  17.32  for 
threatened  species.  With  regard  to 
endangered  wildlife,  a  permit  mu.st  he 
issued  for  the  following  purpo.ses:  for 
.scientific  purposes,  to  enhance  the 
l)ropagation  or  survival  of  the  species, 
and  for  incidental  take  in  connection 
with  otherwise  lawful  activities. 

It  is  our  j)olicy.  as  puhli.shed  in  the 
Federal  Register  on  July  1,  lt)04  (.19  FR 
34272),  to  identify  to  the  maximum 
extent  practicable  at  the  time  a  species 
is  listed,  tho.se  activities  that  woidd  or 
would  not  constitute  a  violation  of 
.section  9  of  the  Act.  The  intent  of  this 
policy  is  to  increase  public  awareness  of 
the  effect  of  a  proposed  listing  on 
pro|)osed  and  ongoing  activities  within 
the  range  of  species  propo.sed  for  li.sting. 
The  following  activities  could 
l)otentiallv  nisult  in  a  violation  of 
section  t)  of  the  Act;  this  list  is  not 
comprehensive: 

(1)  Unauthorized  collecting,  handling. 
|K)s.ses.sing,  selling,  delivering,  carrying, 
or  transporting  of  the  species,  including 
import  or  export  acro.ss  .State  lines  and 
international  boundaries.  excei)t  for 
l)ro])erly  documented  anticpie 
.sj)ecimens  of  the.se  taxa  at  least  100 
years  old.  as  defined  hv  .section  10(h)(1) 
of  the  Act; 

(2)  Introduction  {)f  nonnative  species 
that  compete  with  or  jirey  u])on  the 
Zuni  hluehead  sucker,  such  as  the 
introduction  of  nonnative  green  sunfish 
to  the  .States  of  Arizona  and  New 
Mexico; 

(3)  The  unauthorized  release  of 
biological  control  agents  that  attack  anv 
life  stage  of  this  species; 

(4)  Unauthorized  modification  of  the 
channel  or  water  ilow  of  anv  stream  or 
removal  or  de.struction  of  emergent 
a(|uatic  vegetation  in  any  body  of  water 
in  which  the  Zuni  hluehead  sucker  is 
known  to  occur:  and 

(.1)  Unauthorized  discharge  of 
chemicals  or  fill  material  into  any 
waters  in  which  the  Zuni  hluehead 
sucker  is  known  to  occur. 

Que.stions  regarding  whether  sjjecific 
activities  would  constitute  a  violation  of 
.section  9  of  the  Act  should  he  directed 
to  the  New  Mexico  Ecological  .Services 


Field  Office  (.S(!e  FOR  FURTHER 
INFORMATION  CONTACT). 

Peer  Review 

In  accordance  with  our  joint  policy  on 
l)(;(!r  review  puhlisluul  in  the  Federal 
Register  on  July  1.  1994  (.19  FR  34270). 
we  will  seek  the  expert  o])inions  of  at 
least  three  approjniate  and  imlepcmdtmt 
specialists  regarding  this  proposcul  rule. 
The  purpo.se  of  peer  review  is  to  ensure 
that  our  listing  determination  and 
critical  habitat  designation  are  based  on 
scientifically  sound  data,  assumiitions, 
and  analyses.  We  have  invited  these 
lieer  reviewers  to  comment  during  this 
])ul)lic  comment  p(;riod. 

We  will  consider  all  comments  and 
information  received  during  this 
comment  jjeriod  on  this  i)ro])osed  rule 
during  our  ])n!paration  of  a  final 
determination.  Accordingly,  the  final 
decision  may  differ  from  this  propo.sal. 

Public  Hearings 

.Section  4(h)(5)  of  the  Act  ])rovides  for 
one  or  more  ])uhlic  luxirings  on  this 
pro])o.sal,  if  reiiuested.  Recpiests  must  he 
received  within  4.1  days  after  the  date  of 
publication  of  this  pro])osed  rule  in  the 
Federal  Register.  .Such  nupiests  mu.st  he 
sent  to  the  addniss  shown  in  the  FOR 
FURTHER  INFORMATION  CONTACT  section. 
We  will  scheilule  public  hearings  on 
this  pro|)osal,  if  any  an;  nujuested.  and 
announce!  tlu!  dates,  times,  and  places  of 
those  hearings,  as  well  as  how  to  obtain 
rea.se)nal)le  accommodations,  in  the 
Imderal  Register  and  local  n(!ws])a])ers 
at  least  1.1  davs  before  the  hearing. 

Required  Determinations 

Clarity  of  tha  Rula 

W(!  are  reejuired  by  Executive  Ordiiis 
128(i()  and  12988  and  by  the 
Presidential  Memorandum  of  June  1, 
1998,  to  write  all  rules  in  plain 
language.  This  means  that  (!ach  rule  we 
])ul)li.sh  mu.st: 

(1)  lie  logic;ally  organized: 

(2)  Use  the  active  voice  to  address 
readers  directlv; 

(3)  U.se  clear  language  rather  than 
jargon; 

(4)  Be  divided  into  short  sections  and 
sentences;  and 

(.1)  U.se  lists  and  tables  wluirever 
possible. 

If  you  teel  that  we  have  not  met  these 
recpiirements,  .s(!nd  us  comments  hv  one 
of  the  methods  listed  in  the  ADDRESSES 
section.  To  better  helj)  us  revi.se  the 
rule,  your  comments  should  he  as 
.sj)ecific  as  ])os.sil)le.  For  example,  you 
sliould  tell  us  the  numhcirs  of  the 
.sections  or  paragrajdis  that  are  unclearly 
written,  which  sections  or  .sentences  are 
too  h)ng,  the  sections  where  you  feel 
lists  or  tables  would  he  useful,  etc. 


P(il)ar\\'ork  Redaction  Act  of  If)!)5  (44 
U.S.C.  3501  at  s(!(].) 

'I  bis  rule  does  not  contain  any  new 
collections  of  information  that  recpiire 
approval  by  OMB  under  the  Paperwork 
Reduction  At:!  of  1995  (44  U..S.U.  3.101 
at  .seq.).  This  rule  will  not  imp{)se 
record keei)ing  or  re])orting  recpiirements 
on  .State  or  local  governments, 
individuals,  hnsinessiis,  or 
organizations.  An  agency  may  not 
conduct  or  sponsor,  and  a  person  is  not 
nupiired  to  resjiond  to,  a  collection  of 
information  unless  it  disjilays  a 
e;urrently  valid  OMB  control  number. 

National  Hnvironinantal  Roliev  Act  (42 
U.S.C.  4321  at  saq.) 

We  have  determined  that 
environmental  asse.ssments  and 
environmental  imjiact  .statements,  as 
defined  under  the  authority  of  the 
National  Environmental  Policy  Act 
(NEPA;  42  U..S.(;.  4321  at  saq.),  need  not 
he  pr(!pared  in  connection  with  li.sting 
a  sjiecies  as  an  endangeriid  or 
threatened  species  under  the 
Endangered  .Species  Act.  W(!  jmhli.shed 
a  notice  outlining  our  reasons  for  this 
determination  in  the  Federal  Register 
on  October  2.1,  1983  (48  FR  49244). 

References  (ated 

A  comjilete  list  of  references  cited  in 
this  rulemaking  is  available  on  the 
Internet  at  litti}://\\\\’\\’. ragalations.gov 
and  u])on  reejuest  from  the  New  Mexico 
Ecological  .Services  Field  Office  (see  FOR 
FURTHER  INFORMATION  CONTACT). 
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The  ])rimary  authors  of  this  projio.sed 
rule  are  the  staff  members  of  the  New 
Mexico  Ecological  .Services  Field  Office. 

List  of  Subjects  in  .10  CFR  Part  17 

Inidangered  and  threatened  .s])ecie.s. 
Exjjorts,  hnjDorts,  Re])orting  and 
recordkee])ing  requirements. 
Transportation. 

Projiosed  Regulation  Promulgation 

Accordingly,  we  ])ropc).se  to  amend 
])art  17,  suhchaj)ter  B  of  cha])ter  I.  title 
.10  of  the  Code  of  Federal  Regulations, 
as  set  forth  below: 

PART  17— [AMENDED] 

■  1 .  The  authority  citation  ibr  ])art  1 7 
continues  to  reacl  as  follows: 

Authority:  10  li..S.(:.  1301-1407;  10  l],.S.(:. 
1.131-1.144-  10  l)..S.(:.  4201-4241;  Pul).  L.  09- 
021.  100  .Slat.  3100;  unless  otherwise  noted. 

■  2.  In  §  1 7.1 1  (h).  add  an  entry  for 
“.Sucker,  Zuni  hluehead”  to  the  List  of 
Endangered  and  Threatened  Wildlife  in 
alphabetical  order  under  Fi.shes  to  read 
its  set  forth  below; 
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§17.11  Endangered  and  threatened  (li)  *  *  * 

wildlife. 

***** 


Species 


Common  name  Scientific  name 


Historic  range 


Vertebrate  popu¬ 
lation  where  endan-  Status  When  listed 
gered  or  threatened 


Critical 

habitat 


Special 

rules 


Fishes 


Sucker,  Zuni 
bluehead. 


Catostomus  U.S.A.  (AZ,  NM)  .  Entire 

discobolus  yarrowi. 


E 


NA  NA 


Dalcul;  |aiuiary  14.  2013. 

Daniel  M  Ashe, 

Dirccior.  If.S.  Fish  and  Wildlife  Sarvica. 
|I'R  Doc.  201.3-01303  Filed  1-24-13:  «:4.">  :im| 
BILLING  CODE  4310-55-P 


DEPARTMENT  OF  THE  INTERIOR 
Fish  and  Wildlife  Service 
50CFR  Partly 

[Docket  No.  FWS-R2-ES-201 3-0001; 
4500030114] 

RIN  1018-AZ24 

Endangered  and  Threatened  Wildlife 
and  Plants;  Endangered  Status  for 
Four  Central  Texas  Salamanders  and 
Designation  of  Critical  Habitat 

AGENCY:  Fish  and  Wildlit'o  Service, 
Interior. 

ACTION:  I’roposed  rule:  reojiening  of 
comnient  jieriod. 

SUMMARY:  We,  the  U.S.  Fish  and 
Wildlife  Service,  announce  the 
reojiening  of  the  puhlic  comment  period 
on  the  Angu.st  22,  2012,  pi’ojiosed  li.sting 
and  ])ro])osed  designation  of  critical 
habitat  for  the  Austin  hlind  salamander, 
Georgetown  salamander,  Jollyville 
Plateau  .salamander,  and  Salado 
.salamander  under  the  Fndangered 
Species  Act  of  1973,  as  amended.  Based 
on  additional  .salamander  locations  we 
identified  dining  the  OO-day  comment 
period,  we  are  projiosing  to  revi.se 
previously  proposed  critical  hahitat 
units  for  the  Georgetown  and  Jollyville 
Plateau  salamanders.  We  also  announce 
the  availability  of  a  draft  economic 
analysis  of  the  proposed  designation  of 
critical  hahitat  for  the  four  central  Texas 
.salamanders,  an  amended  required 
determinations  section  of  the  proposal, 
an  amended  exclusions  .section  ol  the 
projjosal,  and  the  availability  of  a 


refined  impervious  cover  analysis.  We 
are  reopening  the  comment  period  to 
allow  all  interested  i)arties  an 
oi)portunity  to  comment  simultaneously 
on  the  original  projiosed  rule,  this 
revised  jnoposed  rule,  the  a.ssociated 
draft  economic  analysis,  the  amended 
reipiired  determinations  and  exclusions 
sections,  and  the  refined  impervious 
cover  analysis.  Gomments  previouslv 
submitted  need  not  he  resubmitted,  as 
they  will  he  fully  considered  in 
preparation  of  the  final  rule. 

Document  Availabilitv:  You  mav 
obtain  copies  of  the  original  projiosed 
rule,  this  revised  propo.sed  ride,  the 
draft  economic  analysis,  and  the  refined 
im])ervious  cover  analysis  on  the 
Internet  at  htlp  j/www.rcgulatioiis.gov  at 
Docket  No.  FW.S-R2-ES-201 2-003.5  or 
Docket  No.  FWS-R2-IvS-201 3-0001  or 
by  mail  from  the  Austin  Ecological 
Services  Field  Office  (see  FOR  FURTHER 
INFORMATION  CONTACT). 

DATES:  We  will  consider  comments 
receivetl  or  jiost  marked  on  or  before 
March  Tl,  2013.  Gomments  submitted 
electronically  using  the  Federal 
eRulemaking  Portal  (see  ADDRESSES 
section,  below)  mu.st  he  received  hv 
11:59  ]).m.  Eastern  Time  on  the  closing 
date. 

ADDRESSES:  You  may  submit  written 
comments  by  one  of  the  following 
methods: 

(1)  Electronically:  Go  to  the  Federal 
eRulemaking  l^ortal:  http:// 

wn  w’.reanlntions.aov.  Submit  comments 
on  the  li.sting  proposal  to  Docket  No. 
l'’WS-R2-ES-201 2-0035,  and  submit 
comments  on  the  critical  hahitat 
])ropo.sal  and  as.sociated  draft  economic 
analysis  to  Docket  No.  FWS-R2-ES- 
201 3-0001 .  See  SUPPLEMENTARY 
INFORMATION  for  an  explanation  of  the 
two  doi:ket.s. 

(2)  Bv  hard  copy:  Submit  comments 
on  the  listing  ])ropo.sal  by  U.S.  mail  or 
hand-delivery  to:  Puhlic  Gomments 
Proce.ssing,  Attn:  FWS-R2-EvS-2012- 


0035;  Division  of  Policy  and  Directives 
Management;  U.S.  Fish  and  Wildlife 
Service:  4401  N.  Fairfax  Drive.  MS 
2042-PDM:  Arlington.  YA  22203. 

Submit  comments  on  the  critical  habitat 
propo.sal  and  draft  economic  analysis  by 
U.S.  mail  or  hand-delivery  to:  Puhlic 
Gomments  Processing,  Attn:  FWS-R2- 
ES-201 3-0001 :  Division  of  lYilicy  and 
Directives  Management:  U.S.  Fi.sh  and 
Wildlife  Service:  4401  N.  Fairfax  Drive, 
MS  2042-PDM:  Arlington,  YA  22203. 

We  reipiest  that  you  send  comments 
only  by  the  methods  described  above. 

We  will  ])ost  all  comments  on  http:// 
WWW’. regnlat ions. gov.  'I’his  generally 
means  that  we  will  ])ost  any  personal 
information  von  provide  us  (see  the 
Public  (Comments  section  below  for 
more  information). 

FOR  FURTHER  INFORMATION  CONTACT: 
Adam  Zerrenner.  Field  Supervi.sor.  U.S. 
Fi.sh  and  Wildlife  Service.  Austin 
Ecological  Services  Field  Office,  10711 
Burnet  Rtl.  Suite  200,  Austin,  TX  78758: 
hv  telephone  512-490-0057;  or  by 
facsimile  512-490-0974.  Iversons  who 
use  a  telecommunications  device  for  the 
deaf  (TDD)  may  call  the  Federal 
Information  Relay  Service  (FIRS)  at 
800-877-8339. 

SUPPLEMENTARY  INFORMATION: 

Public  Comments 

We  will  accept  written  comments  and 
information  during  this  reojiened 
comment  period  on  our  proposed 
designation  of  critical  hahitat  for  the 
four  central  Texas  .salamanders  that  was 
jnihlished  in  the  Federal  Register  on 
August  22,  2012  (77  FR  50708),  this 
revised  ])ropo.sed  rule,  our  draft 
economic  analysis  (DEA)  of  the 
|)ropo.sed  designation,  the  amended 
reipiired  determinations  and  exclusions 
sections,  and  the  refined  imjjervious 
cover  analysis.  We  are  akso  notifying  the 
public  that  we  will  publish  two  .sej)arate 
rules  for  the  final  listing  determination 
and  the  final  critical  hahitat 
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deterinination  for  tlie  4  ctaitral  Tcjxas 
salamanders.  'I'ho  final  listing  rule  will 
publish  under  the  existing  Docket  No. 
F\V.S-R2-ES-2()1 2-003.5  and  the  final 
critical  habitat  designation  will  ])uhlish 
under  Docket  No.  F\VS-R2-ES-201 .3- 
0001. 

We  re(]uest  that  you  provide 
comments  specifically  on  our  listing 
diitermination  under  Docket  No.  FWS- 
R2-ES-201 2-0035.  We  will  consider 
information  and  recommendations  from 
all  interested  ])arties.  We  are 
particularly  intere.sted  in  comments 
concerning: 

(1)  Biological,  commercial  trade,  or 
other  relevant  data  ct)ncerning  any 
threats  (or  lack  thereof)  to  these  species 
and  regulations  that  may  he  addressing 
those  threats. 

(2)  Additional  information  concerning 
the  historical  and  current  status,  range, 
distribution,  and  popidation  size  of 
these  .sj)ecie.s.  including  the  locations  of 
any  additional  populations  of  these 
s|)ecies. 

(3)  Any  information  on  the  biological 
or  ecological  nuiuirements  of  these 
sj)ecies.  and  ongoing  con.servation 
measures  for  these  species  and  their 
habitats. 

(4)  hand  u.se  designations  including 
current  or  planned  activities  in  the  ar(;as 
occupied  by  the  s|)eci(;s  ami  possible 
impacts  of  these  activities  on  the  four 
central  'I’exas  .salamanders  and  on 
])roj)osed  critical  habitat. 

We  nupiest  that  you  provide 
comments  specifically  on  the  critical 
habitat  determination  and  ndated 
economic  analysis  under  Docket  No. 
rWS-K2-ES-2()1 3-0001.  We  will 
consider  information  and 
nicommendations  from  all  interested 
j)arties.  We  are  particularly  inteni.sted  in 
comments  concerning: 

(5)  The  reasons  why  we  should  or 
should  not  designate  habitat  as  "critical 
habitat"  under  .section  4  of  the  Act  (10 
U.S.C.  1531  et  snq.)  including  whether 
there  are  thniats  to  the  species  from 
human  activity,  the  degree  of  which  can 
b(i  expected  to  increase  due  to  the 
designation,  and  whether  that  increase 
in  threat  outweighs  the  bemdit  of 
designation,  such  that  the  designation  of 
critical  habitat  may  not  be  prudent. 

(0)  .Sp(;cific  information  on: 

(a)  'I’he  amount  and  di.stribution  of  the 
four  central  Texas  salamanders  and 
their  habitats; 

(b)  What  areas,  that  are  currently 
occuj)ied  by  these  species  and  that 
contain  features  essential  to  their 
conservation,  should  be  considered  for 
critical  habitat  and  whv: 

(c)  Sp(!cial  management 
considerations  or  protection  that  may  be 
muuled  in  critical  habitat  areas  we  are 


])roposing.  including  managing  for  the 
potential  effects  of  climate  change: 

(d)  What  areas  not  occu|)ied  at  the 
time  of  listing  are  e.ssential  for  the 
conservation  of  these  .sj)ecies  and  why; 

(e)  How  subterranean  populations  of 
these  four  .salamand(!r  species  are 
distributed  underground;  and 

(0  The  interconnectediKiss  of 
salamander  habitats  in  terms  of 
hydrology,  and  wheth(;r  salamanders  are 
able  to  move  between  sites  through 
underground  acpiifer  conduits. 

(7)  Information  on  the  ])rojected  and 
reasonably  likely  impacts  of  climate 
change  on  the  four  central  Texas 
salamanders  and  proposed  critical 
habitat. 

(H)  Any  probable  economic,  national 
.security,  or  other  relevant  impacts  of 
designating  any  area  that  may  be 
includ(;d  in  the  final  critical  habitat 
designation;  in  particular,  we  seek 
information  on  any  impacts  on  small 
entities,  and  the  benefits  of  including  or 
excluding  areas  that  an;  subject  to  these 
imj)acts. 

(tt)  Whether  any  specific  areas  we  are 
j)ro])osing  for  critical  habitat 
designation  should  b(^  considenul  for 
(jxclusion  under  set:tion  4(b)(2)  of  the 
Act.  and  whether  the  bemifits  of 
potentially  excluding  any  s])ecific  area 
outweigh  the  benefits  of  including  that 
area  under  section  4(b)(2)  of  the  Act.  in 
particular  for  those;  areas  that  mav 
b(;nefit  from  the  Buttercuj)  Habitat 
Con.servation  Plan  (HC.P).  bakeline  H(3’. 
and  Barton  Springs  Pool  HCP. 

(10)  Whether  we  could  improve  or 
modify  our  a])i)roach  to  designating 
critical  habitat  in  any  way  to  provide  for 
greater  public  partici])ation  and 
understanding,  or  to  l)etter 
accommodate  public  concerns  and 
comments. 

If  you  submitted  comments  or 
information  on  the  jiroposed  rule  (77  FR 
50708)  during  the  initial  comment 
period  from  August  22,  2012.  to  Octob(;r 
22.  2012.  plea.se  do  not  resubmit  them. 
We  will  incorporate  them  into  the 
])ublic  record  as  part  of  this  comment 
jjeriod,  and  we  will  fully  consider  them 
in  the  jireijaration  of  our  final 
determination.  Our  final  determination 
concerning  critical  habitat  will  take  into 
consideration  all  writt(;n  comments  and 
any  additional  information  we  receive 
during  both  comment  periods.  On  the 
basis  of  public  comments,  wi;  may. 
during  the  develojjinent  of  our  final 
determination,  find  that  areas  ])ro])osed 
are  not  e.ssential.  are  ap])ropriate  for 
exclusion  under  section  4(b)(2)  of  the 
Act.  or  are  not  a))i)ropriate  for 
exclusion. 

You  may  submit  your  comments  and 
materials  concerning  the  pro])o.sed  rule 


or  DEA  by  one  of  the  methods  listed  in 
the  ADDRESSES  .section.  We  recpiest  that 
you  send  comments  only  by  the 
methods  describ(;d  in  the  ADDRESSES 
section. 

If  you  submit  a  comment  via  Iillp:// 
\viv\\’.r(igul(tii()iis.<>ov,  your  entin; 
comment — including  any  personal 
identifying  information — will  be  ])o.st(;d 
c)n  the  Web  site.  We  will  ])ost  all 
hardcopy  comments  on  http:// 
\\'\v\\’.iv;^iil(itions.gov  tis  well.  If  you 
submit  a  hardcojiy  comment  that 
includes  personal  identifying 
information,  you  may  re(pi(;.st  at  the  top 
of  your  document  that  we  withhold  this 
information  from  ])ublic  review. 
However,  we  cannot  guarantee  that  we 
will  b(;  able  to  do  so. 

(k)mments  and  materials  we  reci;iv(;, 
as  well  as  su])j)orting  documentation  we 
used  in  pre])aring  the  ])ro]3o.s(;d  rule  and 
DEA,  will  be  available  for  public 
insjiection  on  hWp:// 
\\'\\'n’.r(i<’iiI(iti()ns.<iov  at  Docket  No. 
FWS-R2-ES-2()1 2-0035  and  Docket  No. 
!•  WS-R2-ES-201 3-0001 .  or  by 
appointment,  during  normal  business 
hours,  at  the  U.S.  Fi.sh  and  Wildlife 
Service,  Austin  Ecological  S(;rvice.s 
Field  Office  (see  FOR  FURTHER 
INFORMATION  CONTACT).  You  may  obtain 
co])ie.s  of  the  ])ropo.sed  rule  and  the  DEA 
on  the  Internet  at  hit}):// 
\v\\’\v.r<;i>iiI(iti()ns.<>ov  at  Docket  Number 
l‘WS-R2-ES-201 2-0035  or  Docki;t  No. 
1-WS-R2-ES-201 3-0001 ,  or  by  mail 
from  the  Austin  Ecological  Services 
Ineld  Office  (see  FOR  FURTHER 
INFORMATION  CONTACT  section). 

Background 

It  is  our  intent  to  discu.ss  onlv  those 
topics  directly  relevant  to  the  listing  and 
designation  of  critical  habitat  for  the 
four  central  Texas  .salamanders  in  this 
document.  For  more  information  on  the 
four  central  Texas  salamanders,  their 
habitat,  or  previous  Federal  actions, 
refer  to  the  projjosed  li.sting  rule 
])ubli.shed  in  the  Federal  Register  on 
August  22.  2012  (77  FR  50708).  which 
is  available  online  at  hit}):// 
ivw'w.wguldiions.gov  (at  Docket  Numb(;r 
FWS-R2-ES-201 2-0035  or  Dock(;t  No. 
FWS-R2—ES-201 3-0001 )  or  from  the 
Au.stin  Ecological  Services  Field  Office 
(see  FOR  FURTHER  INFORMATION  CONTACT). 

On  August  22,  2012,  we  ])ubli.shed  a 
])ro]3osed  rule  to  designate  critical 
habitat  for  the  four  central  Texas 
salamanders  (77  FR  50708).  We 
propo.sed  to  designate  a]j])roximately 
5,083  acres  (ac)  (2,440  hectares  (ha))  in 
52  units  located  in  Travis,  William.son, 
and  Bell  Counties.  Texas,  as  critical 
habitat.  That  propo.sal  had  a  00-day 
comment  period,  ending  October  22, 
2012.  We  lield  a  public  meeting  and 
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hearing  in  Round  Rock,  Texas,  on 
S(;])tenil)er  5,  2012,  and  a  .second  |)ul)lic 
meeting  and  hearing  in  Austin,  Texas, 
on  Se])teinl)er  0,  2012. 

KeiinecI  Impervicjus  (iover  Analysis 

In  our  August  22,  2012,  |)roj)osed  rule 
(77  FR  50708),  under  Victor  A.  Tha 
Pr(‘S(uit  or  Tliroolonod  Dosiruction, 
Modificcilion,  or  Curloilnwnt  of  Its 
Uolntoi  or  Bonf’a,  we  uscul  the  l)est 
availal)le  information  at  that  time  to 
calculate  the  extent  and  magnitude  of 
impervious  cover  within  tlie  watersheds 
occu|)ied  by  the  four  central  Texas 
.salamander  sjjecies.  Imj)erviou.s  cover 
degrades  stream  habitat  in  thnu;  ways: 

(1)  Introducing  and  concentrating 
contaminants  in  surface  runoff.  (2) 
incnxising  the  rate  at  which  sediment  is 
deposited  into  a  stream,  and  (3)  altering 
the  natural  flow  regime  of  .streams.  VVe 
used  an  impervious  cover  analysis  in 
the  ]jroj)osed  rule  (77  FR  50708)  to  help 
inform  our  analysis  of  the  threat  of 
urbanization  to  the  four  central  Texas 
.salamanders.  This  refined  analysis  will 
helj)  inform  the  final  listing 
determination  of  the  four  central  Texas 
.salamanders. 

For  the  August  22.  2012.  im])ervious 
t:over  analysis,  we  used  the  national 
VVat(!rshed  lloundary  Dataset  to 
delineate  15  watersheds  occupied  by  the 
four  central  Texas  .salamander  s|)ecie.s. 
Although  the  data  for  this  impervious 
cover  analysis  were  derived  using  the 
finest  scale  hydrologic  units  readily 
available  at  that  time  in  the  Watershed 
Boundary  Dataset,  they  were  too  large;  to 
offer  any  refer(;nce  to  the  location  of 
,salamander-occu])ied  s])ring  sites  in 
r(;lation  to  the  location  of  imjjervious 
cover  within  the  watersheds.  Because 
this  analysis  did  not  take  into  account 
whether  the  salamander  sites  are  found 
upstream  or  downstream  of  imiJorvious 
surfaces  as.sociated  with  develo])ed 
areas,  our  previous  impervious  cover 
analysis  within  each  watershed  may  not 
nece.ssarily  he  an  indicator  of  how  much 
impervious  cover  is  a{:tually  im])acting 
water  (juality  at  known  salamander 
sites. 

Since  the  publication  of  our  August 
22,  2012,  jjroposed  rule  (77  FR  5()7(j8), 
we  obtained  new  information  that  has 
allowed  us  to  refine  our  impervious 
cover  analysis  and  determine  where 
impervious  cover  is  in  relation  to 
known  salamander  sites.  I'his  refined 
analysis  is  based  on  the  National 
I  lydrography  Dataset  Plus  watershed 
dataset,  which  is  a  nationallv  consistent 
watershed  dataset  develo])ed  by  the  IJ.S. 
Environmental  Protection  Agency  ami 
U.S.  (Geological  Survey.  The  National 
Hydrography  Dataset  I’lus  integrates  the 
National  Hydrography  Dataset  with  tlie 


National  Elevation  Dataset  and  the 
Watershed  Boundary  Data.set  to  locate 
and  identify  smalh;!'  watersheds  than 
can  he  found  in  the  Watershed 
Boundary  Dataset  itself.  We  then  u.s(;d 
ESRI  .software  to  create  an  aspect  map 
and  a  .set  of  5-ieet  (ft)  (2-meter  (m)) 
contour  lines  to  hel])  guide  the 
identification  and  mapping  of  (;ven 
smaller  watersh(;ds  that  specifically 
drain  into  individual  salamander  .s])ring 
sites  (.springsh(;d.s).  In  our  r(;fined 
analysis,  we  calculated  impervious 
cover  within  113  springsheds  occupied 
by  the  4  central  Texas  .salamander 
species.  We  also  compared  the  results  of 
our  refined  im])ervious  cover  analysis 
with  two  additional  impervious  cover 
analy.ses  conducted  by  SWCA 
Environmental  Consultants  (SWCA)  and 
the  City  of  Austin  ((GOA). 

Increa.ses  in  impervious  cover  cause 
measurable  stream  degradation  (Klein 
1979,  ]x  959;  Bannerman  et  al.  1993,  pp. 
251-254,  258-258;  Center  for  Watershed 
Protection  2003,  p.  91;  Coles  et  al.  2012, 
]).  4).  The;  best  available  scientific 
literature  indicat(;.s  that  detrimental 
effects  to  salamander  habitat  are  likely 
to  begin  having  significant  negative 
im])act  on  salamander  popidations  at  10 
])ercent  im])erviou.s  cover  in  a 
springsh(;d.  This  is  in  agreement  with 
Bowles  ot  al.  (2008,  pj).  113,  117-118), 
which  found  lower  Jollyville  Plateau 
salamander  densities  in  watersheds 
with  more  than  10  p(;rc;ent  imi)ervious 
cover.  Based  u])on  our  refined 
impervious  cover  analysis,  we  hav(; 
found  that  the  Jolly ville  Plateau 
salamander  has  the  highest  numher  of 
s])ring.sheds  with  habitat  degrading 
levels  of  impervious  cover  (57  out  of 
91).  Results  from  (GOA  data  are  similar 
to  our  findings,  and  suggest  that  an 
additional  three  Jollyville  Plateau 
salamander  sites  have  habitat-degrading 
levels  of  impervious  cover.  (Gonversely, 
our  data  show  that  the  watersheds 
encompassing  Ceorgetown  and  Salado 
salamander  habitat  are  relatively  low  in 
impervious  cover.  Howev(;r.  the  high 
human  population  growth  rate  expected 
in  Williamson  and  Bell  Counties 
indicates  that  impervious  cover  has  the 
potential  of  ap])roaching  levels  that 
could  negatively  im])act  the  (Georgetown 
and  Salado  .salamanders’  continued 
existence.  In  addition,  SWCA’s  analysis 
demon.strates  that  recent  development 
and  cpiarry  creation  in  some  (Georgetown 
salamander  springsheds  may  have 
already  increa.sed  impervious  cover  past 
the  threshold  of  habitat  degradation. 

For  more  detailed  information  or  to 
obtain  copies  of  our  refined  impervious 
cover  analysis,  go  to  htt}):// 

WW  W'. rogalat ions. ^ov  and  .search  for 
Docket  Numher  FWS-R2-ES-2l)12- 


()()3.5,  or  you  may  obtain  copies  hv  mail 
from  the  Au.stin  Ecological  Field 
Services  Office  (see  FOR  FURTHER 
INFORMATION  CONTACT). 

(Grilical  Habitat 

Section  3  of  the  Act  defines  critical 
habitat  as  the  specific  areas  within  the 
geographical  area  occuj)ied  by  a  species, 
at  the  time  it  is  listed  in  accordance 
with  the  Act.  on  which  are  found  tho.se 
physical  or  biological  features  e.ssential 
to  the  conservation  of  the  species  and 
that  may  reejuire  special  management 
considerations  or  j)rotection,  and 
specific  areas  outside  the  geographical 
area  occupied  by  a  s])ecie.s  al  the  time 
it  is  listed,  uj)on  a  determination  that 
such  areas  are  essential  for  the 
conservation  of  the  .s])ecie.s.  If  the 
propo.sed  rule  is  made  final,  section  7  of 
the  Act  will  prohibit  destruction  or 
adverse  modification  of  critical  habitat 
by  any  activity  funded,  authorized,  or 
carri(;d  out  by  any  Fed(;ral  agency. 
Federal  agencies  j)roposing  actions 
affecting  critical  habitat  must  consult 
with  us  on  the  effects  of  their  proposed 
actions,  under  section  7(a)(2)  of  the  Act. 

Considoration  of  Impacts  Under  Section 
4(h)(2)  oftlje  Act 

.Section  4(1))(2)  of  the  Act  re(|uires  that 
we  designate  or  revi.se  critical  habitat 
ba.s(;d  upon  the  best  scientific  data 
available,  after  taking  into  consideration 
the  economic  impact.  im])act  on 
national  security,  or  any  other  reh;vant 
impact  of  specifying  any  particular  area 
as  critical  habitat.  We  may  exclude  an 
area  from  critical  habitat  if  we 
det(;rmine  that  the  benefits  of  excluding 
the  area  outweigh  the  b(;nefit.s  of 
including  the  area  as  critical  habitat. 
])rovided  such  exclusion  will  not  result 
in  the  extinction  of  the  .sj)ecie.s. 

When  considering  the  benefits  of 
inclusion  for  an  area,  we  consider  the 
additional  regulatory  benefits  that  area 
would  receive  from  the  jirotection  from 
adverse  modification  or  destruction  as  a 
result  of  actions  with  a  Federal  nexus 
(activities  conducted,  funded, 
permitted,  or  authorized  by  Federal 
agencies),  the  educational  benefits  of 
mapj)ing  areas  containing  e.ssential 
features  that  aid  in  the  recovery  of  the 
listed  s])ecies,  and  anv  benefits  that  may 
result  from  designation  due  to  .State  or 
Federal  laws  that  may  a])ply  to  critical 
habitat. 

When  considering  the  benefits  of 
exclusion,  we  consider,  among  other 
things,  whether  exclusion  of  a  specific 
area  is  likely  to  result  in  con.seryation: 
the  continuation,  strengthening,  or 
encouragement  of  ])artnerships;  or 
implementation  of  a  management  j)lan. 
In  the  case  of  the  four  central  Texas 
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.salamanders,  the  benefits  of  critical 
hai)itat  include  public  a\varene.ss  of  the 
jiresence  of  the  species  and  the 
importance  of  habitat  j)rotection,  and. 
where  a  Fculeral  nexus  exi.sts,  increased 
habitat  j)rotection  for  the  four  central 
Texas  salamanders  due  to  protection 
from  adver.se  modification  or 
destruction  of  critical  habitat.  In 
practice,  situations  with  a  Federal  nexus 
exi.st  primarily  on  Federal  lands  or  for 
projects  undertaken  by  Federal  agencies. 

'I’he  final  decision  on  whether  to 
exclude  any  areas  will  he  based  on  the 
h(!st  scientific  data  availahh;  at  the  time 
of  the  final  designation,  including 
information  obtained  during  the 
comment  j)eriod  and  information  about 
the  economic  impact  of  dcisignation. 
Accordingly,  we  have  j)repared  a  DEA 
concerning  the  j)roposed  critical  habitat 
rlesignation,  which  is  available  for 
review  (see  htti)://\\'\\’\v.wgiilati()iis.gov 
at  Docket  Number  F\VS-R2-ES-201.3- 
0001,  or  contact  the  Austin  Ecological 
Servic(!S  Field  Office;  (s(;e  FOR  FURTHER 
INFORMATION  CONTACT))  and  comment 
{.see  ADDRESSES). 

(Changes  From  Previously  Proposed 
Oitical  Habitat 

In  this  document,  wi;  are  notifying  the 
})ul)lic  of  changes  to  the  projjo.sed 
critical  habitat  d(;signation.  Bas(;d  on 
additional  information  we  received 
during  the  August  22.  2012,  to  October 
22.  2012,  comment  period  on  the 
pro])o.sed  rule,  in  this  document  we 
j)ropo.se  to  r(;vi.se  Units  2.  3.  5,  8.  and 
12  for  the  Georgetown  .salamander,  and 
Units  3.  4.  .5,  0.  10,  17.  22,  23,  and  28 
for  the  Jollyville  Plateau  salamander.  All 
other  areas  proposed  on  August  22, 


2012,  remain  as  proposed  at  77  FR 
.50708  for  designation  as  critical  habitat. 

The  propo.sed  revisions  for  the 
Georgetown  salamander  critical  habitat 
Units  2,  3,  5.  8,  and  12  are  adjustm(;nts 
in  tin;  locations  of  these  units  has(;d  on 
clarifying  information  we  received  since 
the  propo.sed  rub;  was  published. 
Pro])osed  Unit  2  is  located  130  ft  (40  in) 
southeast  from  the  location  we  gave  in 
the  August  22,  2012,  propo.s(;d  rule. 
Proposed  Unit  3  is  located  2,350  ft  (715 
111)  to  the  nortlniast  of  tin;  location  we 
gave  in  the  August  22,  2012,  ])ropo.sed 
rule.  Unit  5  is  locatiid  105  ft  (50  m)  to 
the  southwest  from  the  location  we  gave 
in  the  Augu.st  22,  2012,  propo.sed  rule. 

In  Unit  8,  the  Knight  S})ring  location  is 
located  105  ft  (50  m)  we.st  of  the 
location  we  gave  in  the  August  22,  2012, 
propo.sed  rule.  La.stly,  Unit  12  is  located 
200  ft  (00  m)  to  the  northwest  of  the 
location  we  gave  in  the  August  22,  2012. 
proposed  rule.  The  total  numh(;r  of 
])ro])o.sed  critical  habitat  units, 
landownership  by  type,  and  size  of  the 
proposed  critical  habitat  units  remain 
the  same  for  the  Giiorgetown  salamander 
as  jirovided  in  the  Augu.st  22,  2012, 
jjropo.sed  rule. 

For  the  Jollyville  Plateau  Salamander, 
we  niceived  additional  locations  where 
salamanders  are  known  to  occur  that  we 
are  using  to  nivise  proposed  Units  3.  4, 

5.  9.  10.  17,  22,  23,  and  28.  Ila.sed  on 
eight  new  locations,  we  are  combining 
])ro])o.st;d  Units  3,  4,  and  5  into  one 
propo.sed  critical  habitat  unit.  Unit  3 
(Buttercup  Greek  Unit).  Unit  3  now 
contains  a  total  of  099  ac  (283  ha)  of 
propo.siid  critical  habitat.  In  proposed 
Unit  9,  we  are  projjosing  to  add  one 


additional  spring  location  (Wheless  2), 
which  results  in  an  incnia.se  in  the 
projmsed  unit’s  area  increasing  from 
135  ac  (55  ha)  to  145  ac  (.59  ha).  In 
proposed  Unit  10,  we  are  proposing  to 
add  two  new  locations.  Blizzard  2  and 
3,  which  increases  the  size  of  this 
propo.sed  unit  from  08  ac  (28  ha)  to  88 
ac  (30  ha).  In  proposed  Unit  17.  we  are 
proposing  to  add  eight  new  locations, 
which  changes  the  size  of  this  propo.sed 
unit  from  1.157  ac  (408  ha)  to  1,198  ac 
(485  ha).  Based  on  five  new  additional 
locations,  we  are  jiroposing  to  combine 
previously  proposed  Units  22  and  23 
into  one  unit.  Unit  22  (Sylvia  Spring 
Area  Unit).  Unit  22  now  contains  a  total 
of  238  ac  (90  ha)  of  propo.sed  critical 
habitat.  In  jirojm.sed  Unit  28,  we  are 
])roj)o.sing  to  add  one  new  location 
called  .Stillhouse  Hollow,  hut  the 
projjosed  addition  of  this  location  does 
not  result  in  a  change  to  the  size  of  the 
unit.  In  total  for  the  Jollyville  Plateau 
.salamander,  we  previously  pro])osed 
4,400  ac  {1.81(j  ha)  of  critical  habitat  in 
33  units,  which  we  have  revi.sed  based 
on  new  locations,  and  we  are  now 
proj)o.sing  4,934  ac  (1,997  ha)  in  30 
units. 

Proposed  Gritical  Habitat  Designation 

In  Tables  1  and  2  below,  we  pre.siint 
the  revised  })ropos(;d  critical  habitat 
units  for  the  Georgetown  and  Jollyvilh; 
Plateau  salamanders.  Also,  we  jirovide 
revised  unit  de.scriptions  for  Jollyville 
Plateau  salamander  Units  3  and  22. 
Further  detail  for  both  surface  and 
subsurface  critical  habitat  components 
may  he  found  in  the  August  22.  2012. 
])ropo.sed  rule  (77  P’R  50708). 


Table  1 — Proposed  Critical  Habitat  Units  for  the  Georgetown  Salamander 


Critical  habitat  unit 

Land  ownership  by  type 

Size  of  unit  in  acres 
(hectares) 

1 .  Cobb  Unit . 

Private  . 

83  (34) 

2.  Cowen  Creek  Spring  Unit . 

Private  . 

68  (28) 

3.  Bat  Well  Unit . 

Private  . 

68  (28) 

4.  Walnut  Spring  Unit . 

Private,  County  . 

68  (28) 

5.  Twin  Springs  Unit  . 

Private,  County  . 

68  (28) 

6.  Hogg  Hollow  Spring  Unit  . 

Private,  Federal . 

68  (28) 

7.  Cedar  Hollow  Spring  Unit  . 

Private  . 

68  (28) 

8.  Lake  Georgetown  Unit . 

Federal,  Private . 

132  (53) 

9.  Water  Tank  Cave  Unit  . 

Private  . 

68  (28) 

10.  Avant  Spring  Unit . 

Private  . 

68  (28) 

11.  Buford  Hollow  Spring  Unit  . 

Federal,  Private . 

68  (28) 

12.  Swinbank  Spring  Unit  . 

City,  Private . 

68  (28) 

13.  Shadow  Canyon  Unit  . 

City,  Private . 

68  (28) 

14.  San  Gabriel  Springs  Unit  . 

City  . 

68  (28) 

Total  . 

1,031  ac  (423  ha) 

Note;  Area  sizes  may  not  sum  due  to  rounding.  Area  estimates  reflect  all  land  within  critical  habitat  unit  boundaries. 
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Note:  Area  sizes  may  not  sum  due  to  rounding.  Area  estimates  reflect  all  land  within  critical  habitat  unit  boundaries. 


JoIIvvUIh  Phitddii  SdhniKtndcr 
Unit  3:  Buttercup  Caeek  Unit 

Unit  3  consists  of  (iUt)  ac  (283  ha)  of 
City  of  Austin,  State  of  Texas,  and 
private  land  in  southern  Williamson 
County  and  northern  Travis  County, 
Texas.  The  unit  is  located  just  east  of 
Anderson  Mill  Road.  Lakeline 
Boulevard,  a  major  thoroughfare,  cros.ses 
the  northeast  area  of  the  unit.  The  unit 
is  mostly  covered  with  residential 
property.  A  cjuarry  is  in  the 
northwestern  edge  of  the  unit.  An 
undeveloj)ed  area  of  parks  and  setbacks 
is  in  the  south  central  and  .southeastern 
part  of  the  unit.  This  unit  contains  13 
caves:  Hunter's  Lane  Cave,  Testudo 
Tube,  Blnewater  Cave  #1.  Bluewater 
(kive  #2,  TWASA  Cave.  11  lex  Cave, 
Bultercu])  Cireek  Cave.  Codzilla  Cave, 
Hideaway  Cave,  Salamander  Scpieeze 
Cave,  Treehou.se  Cave,  Whitewater 
Cave,  and  Flea  Cave,  which  are  all 
occupied  by  the  Jollyville  Plateau 
.salamander.  All  caves  excejjt  Hunter's 
Lane  (iave,  Testudo  Tuh(!,  Bluewater 
Cave  #1,  and  Bluewater  Cave  #2  are 
located  in  preserv(;s  set  up  as  mitigation 
j)ro])erty  under  the  Buttercup  habitat 
conservation  plan  (HCP),  which  is  held 
hv  the  Citv  of  Austin.  This  HCP  covers 


adverse  im])act.s  to  tin;  endangered 
Tooth  Cave  ground  beetle  [Rhddind 
persephone).  Although  the  salamander 
is  not  covered  under  tin;  Buttercup  HCP. 
the  protection  affonhul  these  caves  by 
the  11(3’  provides  some  benefit  for  the 
sjjecies. 

The  Lakeline  Mall  HCP  covers  the 
Testudu  Tube  Cave  location.  As  part  of 
the  mitigation  for  the  Lakeline  Mall 
HCP,  Te.studo  Tube  Cave  must  he 
])rotected  and  managed  in  perj)etuity. 
Ilunter’s  Lane  Cave  is  located  in 
Discovery  Well  Pre.serve,  which  is  State; 
land  leased  to  the  City  of  Cedar  Park. 
This  preserve  was  purchased  by  the 
Texas  Department  of  Transportation 
(formally  Texas  Turnpike  Authority 
Division)  as  mitigation  for  im])act.s  to 
the  Tooth  Cave  ground  beetle  from  the 
construction  of  the  IJ.S.  Highway  183 
alternate  highway  |)roject.  The 
mitigation  actions  from  these  HCd’s  and 
highway  jjroject  j)rovide  .some  benefit  to 
the  Jollyville  Plateau  salamander  by 
e.stahlishing  pre.serve  areas  that  limit 
develoj)ment  near  the  caves.  Bluewater 
Cave  #1  and  Bluewater  Cave  #2  are 
located  on  jmhlic  land  within  older 
develoj)ment.  All  caves  in  this  unit 
except  Bluewater  Cave  #1  and  Hunter's 
Lane  (kive  contain  the  Tooth  Ciave 


ground  beetle.  The  unit  contains  all  the 
primary  con.stituent  elements  e.ssential 
for  the  conservation  of  the  Jollyville 
PI  a  t  ea  u  sa  1  am  a  n  (1  er . 

The  unit  requires  .sj)ec:ial  management 
because  of  the  potential  for  groundwater 
pollution  from  current  and  future 
development  in  the  watershed,  potential 
for  vandali.sm,  and  depletion  of 
groundwater  (see  Spncidl  XldiidgeiuHiit 
Considdidtions  or  Protection  section  of 
the  projjosed  li.sting  and  critical  habitat 
rule  (77  FR  50788;  Augmst  22.  2012)). 

The  ])roj)osed  critical  habitat 
designation  inc:hide.s  the  caves.  The  unit 
was  further  delineat(;d  by  drawing  a 
circle  with  a  radius  of  980  ft  (300  m) 
around  the  cave,  representing  the  extent 
of  the  subterranean  c:ritii:al  habitat. 

Unit  22:  Sylvia  Spring  Area  Unit 

Unit  22  consists  of  238  ac  (Oti  ha)  of 
])rivate,  Ciity  of  Au.stin,  and  Williamson 
Countv  land  in  northern  Travis  County 
and  .southw(;stern  Williamson  (iounty, 
Texas.  The  unit  is  located  east  of  the 
intersection  of  Ckillanish  Park  Drive  and 
Westerkirk  Drive  and  north  of  the 
intersection  of  Spicewood  Springs  Road 
and  Yaupon  Drive.  Sj)icewood  Sjjrings 
Road  crosses  the  unit  from  southwest  to 
east.  Residential  and  commercial 
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development  is  found  in  most  of  the 
unit.  An  un<levelo|)ed  stream  corridor 
crosses  the  unit  from  east  to  west.  I'his 
unit  contains  Small  Sylvia  Spring. 
Sylvia  Spring  Area  2.  .Sylvia  .Spring 
An;a  3.  .Svlvia  .Spring  Area  4. 

SpicewiMul  Valiev  Park  .Spring. 
'I'anglewood  .Spring.  'I’anglewood  2.  and 
'I’anglewood  3.  which  are  occn|)ied  hv 
the  jollvviile  Plateau  salamander.  .Small 
.Sylvia  Sjiring.  .Sylvia  .Spring  Area  2. 
.Sylvia  Spring  Area  3.  .Sylvia  .Spring 
Ania  4.  and  .Sjiicewood  V'alley  Park 
.Spring  an;  located  on  an  unnam(;d 
tributary  to  Tanglewood  (]nH;k. 
Tanglewood  Spring.  Tanglewood  2.  and 
1'anglewood  3  are  located  on 
Tanglewood  Creek,  a  tributary  to  Bull 


Creek.  The  unit  contains  the  j)rimary 
constituent  elements  es.seutial  for  the 
conservation  of  the  species. 

The  unit  retpiires  special  management 
because  of  the  ])otential  for  groundwater 
pollution  from  current  and  future 
development  in  the  watersli(;d.  potential 
for  vandalism,  and  depletion  of 
groundwater  (se*;  Spacial  A/unugeinen/ 
(A)nsi(](^r(itions  or  Protection  .s(;ction  of 
the  proposed  listing  and  critical  hal)itat 
rule  (77  FR  .‘■j()7()8:  August  22.  2012)). 

The  j)ropo.sed  designation  includes 
the  spring  outlets  and  outllow  uj)  to  the 
high  water  line  and  100  ft  (.'iO  m)  of 
downstr(;am  habitat.  The  unit  was 
further  delineat(;d  by  drawing  a  circle 
with  a  radius  of  080  ft  (300  in)  around 
the  sjirings.  repre.senting  the  extent  of 


the  subterranean  critical  habitat.  We 
joined  the  edges  of  the  resulting  circles. 

Amentled  Exclusions 

In  our  August  22.  2012.  ])r()jK)sed  rule 
(77  FR  .'10708),  we  stated  that  we  would 
evaluate  whether  certain  lands  in  the 
propo.sed  critical  habitat  designation  for 
Jollvviile  Plateau  salamander  in  the  Bull 
(a'eek  3  I  Init  (Unit  10  for  the  Jollyville 
Plateau  .salamander)  are  approjiriate  for 
exclusion  from  the  final  designation 
under  .section  4(h)(2)  of  the  Act.  We  are 
now  adding  the  following  land  in  the 
propo.sed  critical  habitat  for  the  Austin 
blind  salamander  to  the  li.st  of  areas  we 
are  considering  for  exclusion  from  the 
final  critical  habitat  designation. 


Table  3— Areas  Considered  for  Exclusion  by  Critical  Habitat  Unit  for  the  Austin  Blind  Salamander 


Unit 

Specific  area 

Areas  meeting  the 
definition  of  critical 
habitat,  in 
acres  (hectares) 

Areas  considered 
for  possible 
exclusion,  in 
acres  (hectares) 

Unit  1 :  Barton  Springs  Unit  . 

Barton  Springs  Pool  HCP  . 

120  ac  (49  ha) 

22  ac  (9  ha) 

Under  .section  4(1))(2)  of  the  Act.  we 
consider  any  other  relevant  impacts,  in 
addition  to  economic  impacts  and 
impacts  on  national  .swairitv.  We 
consider  a  nuniher  of  factors  including 
whether  the  lantlowners  have  develoj)ed 
any  IKiPs  or  other  management  j)lan.s 
for  tin;  area,  or  wheth(;r  there  are 
conservation  partnerships  that  would  he 
(;ucourag(;d  by  designation  of.  or 
exclusion  from,  critical  habitat.  In 
addition,  we  look  at  anv  tribal  issu(;.s. 
and  consider  the  government-to- 
government  relationship  of  the  United 
.States  with  tribal  entities. 

Ijind  and  liesonrcc  Mana}>ement  Plans. 
(Jonsen  ation  Plans,  or  /\<!,rt^einents 
Based  on  Consen'ation  Partnerships 

We  consider  a  curn;nt  land 
management  or  con.servation  j)lan  (HCP 
as  w(;ll  as  other  types)  to  provide 
adecpiate  management  or  protection  if  it 
meets  the  following  criteria: 

(1)  The  plan  is  complete  and  jirovides 
the  .same  or  h(;tter  level  of  jirotection 
from  adverse  modification  or 
destruction  than  that  provid(;d  through 
a  consultation  under  .s(;ction  7  of  the 
Act; 

(2)  There  is  a  reasonable  exj)(;ctation 
that  the  conservation  management 
.strategi(;.s  and  actions  will  he 
imj)lemented  for  the  foreseeable  future. 
has(;d  on  past  practices,  written 
guidance,  or  regulations;  and 

(3)  'The  plan  |)rovides  con.servation 
.strategies  and  measures  consistent  with 
currently  accej)ted  princij)le.s  of 
conservation  hiologv. 


Barton  .Springs  Pool  Habitat 
Con.servation  Plan 

W(;  are  considering  the  exclusion  of 
non-Federal  lands  coven;d  by  the  Barton 
.Springs  Pool  IK’.IT  We  are  r(;(|uesting 
comments  on  the  benefit  to  the  Au.stin 
blind  salamander  from  this  IKiP. 

The  Permittee  (City  of  Au.stin)  is 
authorized  to  take  (kill,  harm,  or  harass) 
the  (;ndangen;d  Barton  .S])ring.s 
salamander  (Pnrycea  sosorinn)  at  the 
four  sjiriug  sites  collectively  known  as 
Barton  .Sj)ring.s,  incidental  to  activities 
for  the  operation  and  maintanence  of 
the  pool  and  adjacent  sjjring  sites  as 
de.scrihed  in  the  original  Permittee’s 
(City  of  Au.stin)  a])])lication  and  habitat 
con.servation  plan.  The  Barton  .S])rings 
Pool  UCiP  currently  reciuires  the 
following  measures  for  the  mitigation  of 
incidental  take  of  the  Barton  .S|)rings 
salamander  during  routine  pool 
maintanence  and  cleaning.  These 
measur(;s  are  also  being  apjilied  to  the 
Austin  blind  salamander  as  if  it  W(;re  a 
listed  species: 

•  Cleaning  of  the  shallow  end 
without  lowering  the  entire  pool. 

•  Visual  searching  for  .strand(;d 
salamanders  after  lowering  the  pool. 

•  Lowering  of  the  beach. 

•  Cileaning  of  the  fi.ssures,  tin;  new 
“beach”  habitat,  and  adjacent  sj)rings 
using  low-j)res.sur(;  hoses. 

•  Installation  of  an  underwater 
walkway  and  a  stainle.ss  steel  railing  in 
the  deej)  end. 


•  Mainfenanc:e  of  1 1 ,()()()  scjuare  feet 
(1.022  s(|uare  meters)  of  “h(;ach” 
habitat. 

•  Restricting  |)nl)lic  access  to  Eliza 
and  .Sunken  Carden  (Old  Mill)  .Springs. 

•  Daily  in.sj)ections  of  all  spring  sites 
for  vandalism,  habitat  disturbance,  and 
exotic  .s|)ecies. 

•  Implementation  of  a  program  to 
increase  ])uhlic  awareness  and 
community  support  for  the  .salamanders. 

•  Establishment  of  a  conservation  and 
research  fund  for  the  .salamanders. 

•  Reduce  loadings  of  contaminants 
into  Barton  S])ring.s  from  current 
development  and  activities  in  the 
Barton  .Springs  Zone  of  the  Edwards 
Acjuifer. 

•  Creation  of  a  cajjtive  breeding 
facility  for  the  Barton  .Springs  and 
Austin  blind  salamanders. 

The  measures  described  above  will 
provide  conservation  benefits  to  the 
Au.stin  blind  salamand(;r  by  minimizing 
the  death  of  individuals  during  routine 
]K)ol  maintenant:e,  preventing  habitat 
disturbance  from  vandalism,  and 
maintaining  water  (juality  in  the 
springs. 

Draft  Ficonomic  Analysis 

I'he  purpose  of  the  DEA  is  to  identify 
and  analyze  the  potential  economic 
imj)acts  as.sociated  with  the  jn'oposed 
critical  habitat  designation  for  the  four 
central  Texas  salamanders.  The  DEA 
separates  con.servation  measures  into 
two  di.stinct  categories  according  to 
“without  critical  habitat”  and  “with 
critical  habitat”  scenarios.  The  “without 
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critical  hal)itat”  scenario  represents  the 
baseline  for  the  analysis,  considering 
protections  otherwise  afforded  to  the 
four  central  Texas  salamanders  (e.g.. 
under  the  Federal  listing  and  other 
Federal,  State,  and  local  regulations). 

The  “with  critical  habitat”  scenario 
describes  the  incremental  impacts 
sijecifically  due  to  designation  of 
critical  habitat  for  the  species.  In  other 
words,  the.se  incremental  conservation 
measunis  and  associat(;d  economic 
impacts  woidil  not  occur  hut  for  the 
designation.  (Conservation  measnnxs 
imphanented  under  the  baseline 
(without  critical  habitat)  .scenario  are 
described  qualitatively  within  the  UFA, 
hut  economic  imjjacts  associated  with 
these  measures  are  not  (piantified. 
Economic  impacts  are  only  (piantified 
for  conservation  measures  imjileiuented 
specifically  due  to  the  designation  of 
critical  habitat  (i.e..  incremental 
impacts).  For  a  further  descrijition  of  the 
methodologv  of  the  analysis,  see 
(diapter  2,  “FRAMEWORK  FOR  THE 
ANALYSIS”  of  the  DEA. 

The  DEA  provides  estimated  costs  of 
the  foreseeable  jiotential  economic 
inqiacts  of  the  jiroposed  critical  habitat 
designation  for  the  four  central  Texas 
.salamanders  over  the  next  23  years, 
which  was  determined  to  he  tlie 
appropriate  period  for  analysis,  because 
limited  ])lanning  information  is 
available  for  most  activities  to  forecast 
activity  levels  for  projects  beyond  a  23- 
year  timeframe.  It  identifies  potential 
incremental  co.sts  as  a  result  of  the 
propo.sed  critical  habitat  designation; 
the.se  are  those  costs  attributed  to 
critical  habitat  over  and  above  those 
baseline  costs  attributed  to  listing. 

The  DEA  (pumtifies  economic  imjiacts 
of  the  four  central  Texas  salamanders 
conservation  efforts  associated  with  the 
following  categories  of  activity:  (1) 
Development,  (2)  watrir  management 
activitirrs,  (3)  transportation  projects,  (4) 
utility  ])roj(ict.s.  (5)  mining,  and  (ti) 
livestock  grazing.  Economic  inqjacts  are 
(istimated  for  develo})inent. 
transportation,  mining,  and  species  and 
habitat  management  activities.  No 
iinjjacts  are  forecast  for  water 
management  activities,  utility  projects, 
and  livestock  grazing  activities,  h’or 
tluxse  activities,  no  projcicts  with  a 
Federal  nexus  wen;  identified  within 
the  study  area. 

Total  ])resent  valiu;  impacts 
anticij)at(;d  to  r(;.sidt  from  the 
d(;.signation  of  all  areas  propo.sed  as 
.salamander  critical  habitat  are 
approximately  .$29  million  ov(;r  23 
years.  All  incremental  costs  are 
administrative  in  nature  and  result  from 
the  consid(;ration  of  adv(;r.se 
modification  in  section  7  consultations 


and  re-initiation  of  consultations  for 
existing  management  plans.  Propos(;d 
Unit  1  for  the  Austin  blind  salamander 
and  ])roj)o.s(;d  Unit  32  for  the  Jollvville 
Rlateau  salamander  are  likely  to 
exjierience  the  greatest  incremental 
imi)acts.  Impacts  in  ])ro])o.sed  Unit  1  for 
the  Austin  blind  salamander  are 
estimated  at  $3.7  million  in  present 
value  terms  (13.0  ])(;rcent  of  total 
present  value  inqiacts),  and  result  from 
a  portion  of  the  consultation  as.sociated 
with  the  Moi)ac  Expr(;.s.sway  and 
approximately  21  consultations 
annually  on  develojjiuent  projects 
within])ropo.sed  Unit  1  it.self  and  the 
Lake  Austin  watershed.  Impacts  in 
projjosed  Unit  32  for  the  Jollyville 
Plateau  salamander  are  e.stimated  at  $2.9 
million  in  j)resent  value  terms  (10.1 
percent  of  total  j)re.sent  value  impacts), 
and  r{;.sult  from  a  portion  of  the 
con.sultations  as.sociated  with  three 
transportation  projects  and 
a])])roxiiuatelv  17  consultations 
annually  on  develojjinent  projects 
within  propo.s(;d  Unit  32  itself  and  the 
Walnut  Cre(;k  watershed.  Overall, 
consultations  associated  with 
develo|)ment  activiti(;.s  account  for 
approximately  98.8  j)(;rc(;nt  of  the 
incremental  imj)acts  in  this  analysis. 

As  we  stated  earli(;r.  we  are  .soliciting 
data  and  comments  from  the  public  on 
the  DEA,  as  well  as  all  aspects  of  the 
proposed  rule  and  our  amended 
r(;{|uired  determinations.  We  may  n;vi.se 
the  propo.sed  rule  or  supjjorting 
documents  to  incorporate  or  address 
information  we  receive  during  the 
juihlic  comment  ];eriod.  In  particular, 
we  may  (;xclude  an  area  from  critical 
habitat  if  we  d(;t(;riuine  that  the  benefits 
of  (;xcluding  the  area  outw(;igh  the 
b(;nefit.s  of  including  the  ar(;a,  provided 
the  exclusion  will  not  result  in  the 
extinction  of  this  sjjecies. 

Required  Determinations — Amended 

In  our  Augu.st  22,  2012,  propos(;d  rule 
(77  FR  50708),  we  indicated  that  we 
would  defer  our  determination  of 
compliance  with  .several  statutes  and 
executive  ord(;rs  until  the  information 
concerning  potential  economic  impacts 
of  the  designation  and  potential  effects 
on  landowners  and  stakeholders  Imcaine 
available  in  the  DEA.  We  have  now 
made  use  of  the  DEA  data  to  make  these 
determinations.  In  this  docmnent.  we 
affirm  the  information  in  our  ])roj)osed 
rule  concerning  Executive  Order  (E.O.) 
12888  (R(;gulatorv  Planning  and 
Review),  E.O.  12830  (Takings),  E.O. 
13132  (Federalism),  E.O.  12988  (Cavil 
justice  Reform),  E.O.  13211  (Energy, 
Supply,  Distribution,  and  Use),  the 
Unfunded  Mandates  Reform  Act  (2 
U.S.G.  1501  fit  sfiq.),  the  Pap(;rwork 


Reduction  Act  of  1995  (44  U.S.C.  3.501 
fit  sfif}.),  the  National  Environmental 
Policy  Act  (42  U.S.CL  4321  et  sfiq.),  and 
the  Pr(;.sident’.s  memorandnm  of  April 
29,  1994,  "Ciovernment-to-Government 
Relations  with  Native  American  Tribal 
Governments”  (59  FR  22951).  Howev(;r, 
based  on  the  DEA  data,  we  are 
amending  our  r(;(]uired  d(;termination.s 
concerning  the  R(;gulatorv  Flexibility 
Act  (5  U.S.CL  801  fit  sfifj.)  and  E.O.  12830 
(Takings). 

Hfigulatovy  Flexibility  Af'A  (5  IJ.S.Ci.  (iOl 
et  seq.) 

Und(;r  the  R(;gulatory  Flexibility  Act 
(RFA;  5  U.S.G.  801  et  seq.),  as  amended 
by  the  Small  Busine.s.s  Regulatory 
Enforcement  Fairness  Act  of  l‘)98 
(SBREFA:  5  U.S.G.  801  et  seq.), 
whenever  an  agency  must  publish  a 
notice  of  rulemaking  for  any  propo.sed 
or  final  rule,  it  must  j)repare  and  make 
available  for  public  comment  a 
r(;gnlatory  fl(;xibility  analysis  that 
d(;.scrib(;.s  the  effects  of  the  rule  on  small 
entiti(;s  (i.e..  small  bnsin(;.sses,  small 
organizations,  and  small  government 
jurisdictions).  How(;ver.  no  regulatory 
llexibility  analysis  is  n;(]nired  if  the 
head  of  the  agency  certifies  the  rule  will 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  The  SBREFA  amended  the  RFA 
to  r(;(|nire  Federal  agenci(;.s  to  ])rovide  a 
certification  statement  of  tin;  factual 
basis  for  certifying  that  the  rule  will  not 
have  a  significant  (;conomic  impact  on 
a  substantial  number  of  small  entities. 
Based  on  our  DEA  of  the  proj)os(;d 
designation,  we  ])rovide  our  analysis  for 
determining  whether  the  pro])o,sed  rule 
would  result  in  a  significant  (;conoinic 
impact  on  a  substantial  number  of  small 
(;ntities.  Based  on  comments  we  receive, 
we  may  revise  this  determination  as  part 
of  our  final  rulemaking. 

According  to  the  Small  Business 
Administration,  .small  entiti(;.s  include 
small  organizations  such  as 
independent  nonprofit  organizations; 
small  governmental  jnri.sdictions, 
including  .school  boards  and  city  and 
town  go\'(;rnment.s  that  serve  few(;r  than 
50.000  residents:  tUid  small  bnsin(;.ss(;s 
(13  GFR  121.201).  Small  hnsine.s.s{;.s 
include  manufacturing  and  mining 
concerns  with  fewer  than  500 
employees,  whole.sale  trade  entiti(;.s 
with  f(;wer  than  100  employees,  retail 
and  service  bn.sin(;s.s(;.s  with  h;.ss  than  $5 
million  in  annual  sal{;.s.  general  and 
heavy  construction  bu.sin{;.s.ses  with  l(;.ss 
than  $27.5  million  in  annual  business, 
s])(;cial  trade  contractors  doing  less  than 
$11.5  million  in  annual  business,  and 
agricultural  busin(;ss(;s  with  annual 
sales  h;ss  than  $750,000.  To  d(;terinine 
if  potential  economic  impacts  to  these 
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.small  entities  are  signiricaiit,  we 
considemd  the  types  ol  activities  that 
might  trigger  regulatory  impacts  under 
this  designation  as  well  as  tyj)es  ol 
projiHl  modifications  that  may  result.  In 
general,  the  term  "significant  (iconomic 
impact”  is  meant  to  aj)ply  to  a  typical 
small  hnsiness  firm's  hnsiness 
operations. 

To  (hitermine  if  the  j)roi)osed 
designation  of  critical  habitat  for  the 
four  central  Texas  salamanders  would 
affect  a  substantial  numh(;r  of  small 
entities,  we  considered  the  numher  of 
.small  entities  affected  within  particular 
tv|)es  of  economic  activities,  such  as 
(levelopment.  transportation,  and 
mining  activities  as  well  as  n!-initiated 
programmatic  consultations  for  five 
existing  conservation  plans.  In  order  to 
determine  whether  it  is  aj)propriate  for 
our  agency  to  certify  that  this  proposed 
rule  would  not  have  a  significant 
(H:onomic  impact  on  a  substantial 
numher  of  small  entities,  we  considcinul 
(!ach  industry  or  category  individually. 

In  estimating  the  numhers  of  .small 
entities  potentially  affected,  we  also 
considered  whetluir  their  activities  havt; 
any  Fculeral  involvement,  (h  itical 
habitat  designation  will  not  affect 
activities  that  do  not  have  anv  Fechual 
involvemmit:  d(*signation  of  critical 
habitat  only  affects  activities  conducted, 
funded.  j)ermitted.  or  authorized  by 
Federal  ag(;ncies.  In  areas  where  the 
fourc(!ntral  Texas  .salamanders  are 
j)res(!nt.  luuleral  agencies  already  are 
required  to  consult  with  us  under 
section  7  of  the  Act  on  activities  they 
fund,  permit,  or  implement  that  may 
affect  the  species.  If  we  finalize  this 
pro])osed  critical  habitat  designation, 
consultations  to  avoid  the  destruction  or 
adverse  modification  of  critical  habitat 
would  he  incorporated  into  the  existing 
consultation  jirocess. 

In  the  DEA.  we  evaluated  the 
potential  economic  effects  on  small 
entities  resulting  from  implementation 
of  conservation  actions  related  to  the 
j)roposed  designation  of  critical  habitat 
for  the  four  central  Texas  salamanders. 
Impacts  to  transjjortation  activities  are 
ex|)ect(!d  to  he*  incurred  largely  by 
F'ediJral  and  State  agencies.  Tluise 
entities  are  not  considered  small.  Also, 
re-initiations  of  consultations  regarding 
the  Halcones  Canvonlands  Fre.serve, 
Huttercuj)  ('reek  IKiF.  Four  Points  11(3’. 
Uikeline  Mall  IK'P.  and  Williamson 
County  Regional  11(3’  are  not 
antici])ated  to  involve  small  entities. 
However,  incremental  im|)acts 
ass(H:iated  with  r(!sidential  and 
commercial  develoj)ment  and  surface 
mining  may  Im;  borne  by  small  entiti(;s. 

In  regards  to  develojmient  and  a.ssuming 
the  average  small  entity  has  annual 


revenues  of  a])])roximately  .$4.(5  million, 
the  per-entity  cost  to  |)arlici])ate  in  a 
consultation  re|)resents  approximately 
0.02  percent  of  annual  revenues  if  each 
consultation  is  undertaken  hv  a  different 
small  entity.  If  all  consultations 
occurring  in  a  given  y(!ar  (approximately 
103)  arc!  undertaken  by  the  same 
develo])(!r.  then  the  co.st  to  |)articipate  in 
these  consultations  reprci.sents 
approximately  3.1  pcn'cent  of  annual 
rcivenues.  In  rcigards  to  mining,  there  arc! 
four  small  husinesscKs  engaged  in 
limestone  mining,  and  we  anticipate 
that  two  of  thc!sc!  small  entiticcs  c:c)ulcl 
inc:ur  incrcMUcmtal  administrative  c:c).sts 
as  a  rc!sult  of  a  c:ritic:al  habitat 
dc!.signation.  Assuming  thc!  avenage 
small  entity  has  annual  revenues  of 
a])proximately  $10  million,  the  ])er- 
c!ntitv  c;o.st  to  ])artic:ipatc!  in  a 
c:c)nsidtation  rc!prc!sc!nts  aj)prc)ximatc!ly 
less  than  0.01  percient  of  annual 
rc!vc!nuc!s.  Evem  in  the  ewent  that  a  single! 
small  entity  hcxirs  third-party  c:c)sts  for 
both  c:c)usidtations  in  a  single  yciar,  the 
total  im])ac:t  rc!prc!sc!nt.s  lc!ss  than  0.02 
pc!rcc!nt  of  annual  rcwenncis.  Overall,  wc! 
do  not  l)c!lic!vc!  that,  if  made  final,  the 
clc!signatic)n  of  c:ritic:al  habitat  for  the! 
four  cc!ntral  3'exas  salamanclc!rs  will 
have!  a  significant  im])act  to  the  small 
l)n.sinc!.s.s  sculor.  Please  rc!fc!r  to  the  1)1‘]A 
of  the  |)ro])osc!cl  critic:al  habitat 
clc!signation  fora  more!  detailed 
cliscii.ssion  of  potential  cuionomic: 
impacls. 

3'he  Sc!rvic;c!'.s  ciirrent  understanding 
of  rc!c:c!nt  c.asc:  law  is  that  Fc!clc!ral 
agc!nc;ic!.s  are  only  rc!C]uirc!ci  to  evaluate 
thc!  |)c)tc!ntial  im])ac:ts  of  rulemaking  on 
those  c!ntitic!s  direc:tly  mgidated  by  the 
rulemaking;  lhc!rc!fc)rc!,  then'  are  not 
rc!cpiirc!d  to  evaluate  the  ])otc!ntial 
im])acts  to  those  c!ntitic!.s  not  clirc!c:tlv 
rc!gidatc!d.  The  designation  of  c;ritic:al 
habitat  for  an  endangered  or  thrc!atc!nc!cl 
s])C!c:ic!s  only  has  a  rc!gulatorv  c!ffec:t 
where  a  Fc!clend  aclion  agency  is 
involved  in  a  ])artic;ular  action  that  may 
aff(!c:t  the  designated  critic:al  habitat. 
Under  thc!.sc!  cnrcannstances,  only  the 
Fedcaal  ac;tion  agency  is  clirc!c;tlv 
rc!gnlatc!cl  by  the  designation,  and, 
thcMefore,  c:onsistc!nt  with  the  Sc!rvic;c!’s 
cairrent  interpretation  of  RFA  and  rc!c:ent 
c;a.sc!  law.  thc!  Sc!rvic:e  may  limit  its 
evaluation  of  the  ])c)tc!ntial  im])acts  to 
those!  identified  for  Fedcaal  action 
agc!nc;ic!S.  Under  this  intc!rjn’C!tation, 
there!  is  no  rc!c|uirc!mc!nt  unclc!r  the  RFA 
to  c!valuatc!  the  potential  impacts  to 
entitic!s  not  clircutly  rc!gidatc!cl,  snc:h  as 
small  l)usinc!.s.sc!s.  However.  Excuaitive 
()rclc!rs  128(il)  and  13.583  dirent  Fedcaal 
agcaicies  to  a.ssc!.s.s  c:osts  and  l)C!nc!fits  of 
available  rcigulatory  altc!rnativc!s  in 
cpiantitative  (to  the  cixtent  leasihle)  and 


cjualitative  tcaans.  (;c)nsc!cinc!ntly.  it  is  the 
cairrent  practic.e  of  the  Servic.e  to  assess 
to  the  c!xtc!nt  practicaihle  thc!sc!  iiotential 
iin|)acts,  if  snfficaent  data  are  available!, 
whether  or  not  this  analysis  is  helieveal 
by  thc!  Servic.e  to  hc!  strictly  rc!C|uirc!cl  by 
the  RFA.  In  othca'  words,  while  the 
c!ffi!cts  analysis  rcajuired  undca’  the  RFA 
is  limited  to  caitities  directly  rc!gulatc!cl 
by  the  rulemaking,  the  effects  analysis 
under  the  Act,  c;c)nsistc!nt  with  the  E.(l. 
rc!gulatc)ry  analysis  rcuiuireinents.  c:an 
take  into  cxinsideration  iinjiacts  to  both 
dircatly  and  indirectly  inijiactcal 
entities,  where  practicaihle  and 
rcaisonahle. 

In  summary,  we  have  cxmsidereci 
whether  the  jiroposcal  designation 
would  rc!.sult  in  a  significamt  ecanioinic 
impact  on  a  substantial  innnher  of  small 
entities.  Information  for  this  analysis 
was  gathered  from  the  Small  llusinciss 
Administration,  stakeholders,  and  thc! 
Service!.  For  the  above  reasons  and 
based  on  cairrcmtly  available 
information,  we  certify  that,  if 
promulgatcKl,  the  proposed  c;ritic:al 
habitat  clc!signation  will  net  have  a 
signific:ant  ecxmomic  impact  on  a 
substantial  numher  of  small  business 
emtities.  3’hc!rc!forc!.  an  initial  rc!gulatory 
nc!xil)ility  analysis  is  net  rcupiired. 

'I’dkings — Hxociiiivf;  Order 

In  ac:c:ordanc;c!  with  Excuaitive  ()rdc!r 
12830  ((;c)vc!rnmc!nt  Actions  and 
lntc!rfc!rc!nc:c!  with  (’.onstitntionallv 
Protected  Private  Pro])C!rty  Rights),  wc! 
have  analyzed  the  ])otential  takings 
implic;ations  of  designating  c:ritic:al 
habitat  for  the  four  c:c!ntral  Texas 
salamanders  in  a  takings  im])lic:ations 
assc!ssmc!nt.  As  clisc;nssc!cl  above,  the 
clc!signation  of  c:ritic;al  habitat  affects 
only  Federal  actions.  Although  ])rivate 
particis  that  rec;eive  Federal  funding, 
assistance,  or  rcKinire  apjnoval  or 
authorization  from  a  Fecleral  agc!nc:v  for 
an  action  may  hc!  indircKtly  impactcHl  by 
the  designation  ofc:ritic:al  habitat,  the 
Icigally  binding  duty  to  avoid 
destruction  or  aclvcnse  modification  of 
c:ritic;al  habitat  rc!sts  sc|uarely  on  the 
Fecleral  agenciv.  The  c!c;c)nomic:  analysis 
found  that  no  signific:ant  cicomonic; 
impacts  arc!  likely  to  residt  from  the 
designation  ofc.ritical  habitat  for  the 
four  cientral  3’c!xas  salamanclc!rs.  15c!c:ansc! 
the  Act’s  c.ritic.al  habitat  protection 
rcKpiirements  aj)ply  only  to  Fecleral 
agenew  actions,  fenv  c:c)nflic:ts  between 
c:ritic:al  habitat  and  ])riyatc!  property 
rights  should  result  from  this 
clc!signation.  Bascul  on  information 
c:ontainc!cl  in  the  cn.onomic:  analysis 
assc!ssmc!nt  and  de.scrihed  within  this 
document,  it  is  not  likely  that  ec:c)nomic: 
im])a(ts  to  a  property  owner  would  he 
of  a  sufficient  magnitude  to  .suj)port  a 
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takings  action.  Therefore,  the  takings 
ini])li(;ations  assessment  concludes  that 
lliis  designation  of  critical  habitat  for 
the  four  central  Texas  salamanders  does 
not  pose  significant  takings  implications 
for  lands  within  or  afiected  hy  the 
designation. 

Authors 

The  ])rimary  authors  of  this  notice  are 
the  staff  memhers  of  the  An.stin 
Ecological  Services  Field  Office. 
.Southwest  Region.  l]..S.  Fish  and 
Wildlife  Service. 

List  of  Subjects  in  .50  OFR  Part  17 

Endangered  and  threatened  sjjecies, 
Exjjorts,  lm])orts.  Reporting  and 
recordkeejjing  re()uirements, 
Trans|jortation. 


Proposed  Regulation  Promulgation 

Accordingly,  we  jjropose  to  further 
amend  the  proposed  amendments  to 
part  17,  suhchapter  H  of  chajiter  1,  title 
.50  of  the  Code  of  Federal  Regulations, 
as  published  on  August  22,  2012,  at  77 
FR  .507()8,  as  .set  forth  below: 

PART  17— [AMENDED] 

■  1.  The  authority  citation  for  part  17 
continues  to  read  as  follows: 

Authority:  1(>  U.S.C.  i;t()1-14()7:  1.5:tl- 
1.544:  aiul  4201-4245,  imlijss  olliorwiso 
ll()t(!(l. 

■  2.  Amend  1 7.95(d),  as  proposed  to 
he  amended  at  77  P'R  5()7()8,  by: 

■  a.  Revising  ])ro])o.S(;d  paragra])hs 
(d)(.5),  (d)(7),  (d)(9),  (d)(11),and(d)(l.5) 
of  the  ])roposed  entry  for  the 


“Gcjorgetown  .Salamander  (Fum-ea 
naiifnigia)"  and 

■  h.  Revising  jjroposed  jjaragraphs  (d)(5) 
and  ((1)(H),  removing  and  re.serving 
pro])o.se(l  paragraphs  (d)(9)  and  ((1)(1()). 
revising  pro))o.sed  paragra])hs  (d)(14). 
(d)(19),  and  (d)(27).  removing  and 
reserving  propo.sed  paragraj)!)  (d)(28). 
and  revising  proposed  paragraph  (d)(33) 
of  the  propo.sed  entry  for  the  “Jollyville 
Plateau  .Salamander  (Hiuycea 
tonkamw)”,  to  read  as  follows: 

§  17.95  Critical  habitat — fish  and  wildlife. 

***** 

(d)  Ani})hihians. 
***** 

Georgetown  .Salamander  (Eun'ceu 
naufi'dgid) 

***** 

(5)  Index  maj)  follows: 


Index  Map  :  Georgetown  Salamander  Critical  Habitat 
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(7)  Unit  2:  Gowcn  Crook  .Spring  Unit, 
William.son  County,  Toxas.  Map  of 
Units  2  and  3  follows: 
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Map  3  :  Georgetown  Salamander 
Critical  Habitat  Units  4  and  5 
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(11)  Unit  (i:  Hogg  Hollow  Spring  Unit, 
VVilliam.son  (ioiinty,  Texas.  Maj)  of 
Units  0,  7,  8,  and  U  follows: 
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Map  4  ;  Georgetown  Salamander 
Critical  Habitat  Units  6,  7,  8  and  9 
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(1.5)  Unit  10:  Avant  .Sjjring  Unit, 
Williain.son  (ioimty,  Texas.  Maj)  of 
Units  10,  11.  12.  and  13  follows: 
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(8)  Unit  3:  Hutlercii])  Creek  Unit. 
Williamson  anil  'I’ravis  ('ounties,  'I’exas. 
Ma])  el  Unit  3  follows: 
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(14)  Unit  ?):  VVhele.ss  Spring  Unit, 
'Uavis  County,  Texas.  Map  of  Units  9 
and  10  follows: 


Map  3  :  Jollyville  Plateau  Salamander 
Critical  Habitat  Unit  3 
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Map  7  :  Jollyville  Plateau  Salamander 
Critical  Habitat  Units  9  and  10 
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(19)  Unit  14:  Kretschniarr  Unit,  Travis 
County,  'Texas.  Map  ol’Units  14,  15,  10, 
17,  18,  19,  20,  and  21  follows: 
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Map  9  :  Jollyville  Plateau  Salamander 
Critical  Habitat  Units  14,15,16,17,18,19,20  and  21 
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(27)  Unit  22;  .Sylvia  .Spring  Area  Unit 
Travis  County,  Texas.  Map  of  Units  22, 
24,  and  33  follows: 
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Map  10  ;  Jollyville  Plateau  Salamander 
Critical  Habitat  Units  22.  24  and  33 
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Coiintv.  Texas.  Map  of  Units  28.  29,  30, 

and  31  Idllows; 
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***** 

Oiiliid;  )aniiary  15.  2015. 

Mitliaol  ).  Bean, 

Acting  Principal  Dapniy  Assistant  Secretary 
for  Fish  and  Wildlife  and  Parks. 

II'K  Hoc.  2()i;i-()i:i()7  Hlod  1-24-1 H:  8:4.5  ;un| 
BILLING  CODE  4310-55-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  622 

RIN  0648-AS65 

Fisheries  of  the  Caribbean,  Gulf,  and 
South  Atlantic;  Aquaculture 

agency:  National  Marino  Fisheries 
Service  (NMFS),  National  Oceanic  and 


Atinos])heric  Administration  (NOAA), 
Commerce. 

ACTION:  Sup])lemental  Notice  oi  Intent 
(NOl)  to  prepare  a  supplement  to  the 
final  iirogrammatic  environmental 
imjiact  statement  (SFPEIS);  recpiest  for 
comments. 


SUMMARY:  'I’he  Culf  of  Mexico  Fi.sherv 
Management  (Council  (Council) 
previouslv  published  a  NOI  for  the 
P’ishery  Management  Plan  for  Regulating 
Off.shore  Marine  Aijuaculture  in  the 


L 
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(ailf  of  Mexico  (FMP:  formerly  the  Draft 
(Generic  Amendment  to  (liilf  of  Mexico 
f’ishery  Management  Plans  for  Offshore 
A(juacultnre)  on  SejJtemher  2.  2004.  A 
notice  of  availahilitv  for  the  draft 
programmatic  environmental  impact 
.statement  (PFIS)  was  published  on 
Sej)teml)er  12.  2008.  On  lime  2().  2000. 
a  notice  of  availability  was  ])ul)lished 
for  the  final  PHIS. 

'fhis  sn|)])lem(mtal  NOl  is  intended  to 
inform  the  jnihlic  of  NMFS  and  the 
(AumciPs  decision  to  consider  new 
information  from  the  Deepwater 
Horizon  (DWH)  MC2.52  blowout.  This 
information  is  needed  in  order  to 
consider  j)otential  changes  to  the 
environment  linked  to  the  DWH 
blowout  and  determine  if  and  how  such 
changes  may  affect  the  actions  and 
alternatives  analyzed  in  the  FMP. 
Comments  are  being  solicited  on  the 
range  of  issues  related  to  the  DWH 
blowout  to  he  addressed  in  the  SFPEIS. 
DATES:  Written  comments  on  the  range 
of  issues  to  he  addre.ssed  in  the  SFPEIS 
will  he  accejited  until  Eehruarv  25. 

2013. 

ADDRESSES:  You  may  submit  comments 
on  the  supplemental  NOl  identified  by 
N()AA-NMF.S-2()()8-()233  by  any  of  t  he 
following  methods: 

•  EU'ctronk:  Sul)missions:  Submit  all 
electronic  public  comments  via  the 
Federal  e-Kulemaking  Portal:  hUp:// 

\\  \\  \v.r(i}>iil(iti()ns.g()\’.  (io  to 
mvu’.regi//u//on.s'.goi'/ 
U!(hck(^tD(^t(iil:D=N()AA-\L\!FS-2()()fi- 
1)233,  click  the  "(knnment  Now!”  icon, 
complete  the  reipiired  fields,  and  enter 
or  attach  your  comments. 

•  Mail:  .Submit  written  comments  to 
je.ss  Heck.  .Southeast  Regional  Office. 
NMFS.  2(i3  13th  Avenue  .South,  .St. 
Peter.shurg.  FL  33701. 

I nsiraci ions :Vjommv.n\s  sent  hv  anv 
other  method,  to  any  other  address  or 
individual,  or  received  after  the  end  of 
the  comment  ])eriod,  mav  not  he 
considered  by  NMF.S.  All  comments 
received  are  a  jiart  of  the  public  record 
and  will  generally  he  posted  for  public 
viewing  on  n  ww’.wgulations.oov 
without  change.  All  personal  identifying 
information  (e.g..  name,  addre.ss.  etc.), 
confidential  husine.ss  information,  or 
otherwise  sensitive  information 
submitted  voluntarily  by  the  sender  will 
he  publicly  acce.s.sil)le.  NMF.S  will 
accejit  anonymous  comments  (enter  “N/ 
A”  in  the  reijuired  fields  if  you  wish  to 
remain  anonymous).  Attachments  to 
electronic  comments  will  he  accejited  in 
Microsoft  Word,  Excel,  or  Adobe  P13F’ 
file  formats  only. 

Electronic  copies  of  the  F'MP.  which 
includes  a  final  programmatic 
environmental  imjiact  statement 


(FPEl.S),  an  initial  regulatory  flexibility 
analysis  (IRFA),  and  a  regulatory  imjiact 
review  (RIR)  may  he  obtained  from  the 
.Southea.st  Regional  Office  Web  site  at 
hit  p://s(n'o. nnifs.  noon. gov/sf/ 
AiinacaltnivHoincpago.htin  or  may  he 
dowidoaded  from  theOouncifs  Web 
site  at  http  ilf  council. oi'p,/ 

fishciYjnanaf>cincnt  plans/ 
aquacnlturcjnanagcincnt.php. 

FOR  FURTHER  INFORMATION  CONTACT:  jess 
Heck.  727-824-5301.  email: 
Jcss.Bcck@noaa  .gov. 

SUPPLEMENTARY  INFORMATION: 

Aipiaculture  in  the  (hilf  is  managed 
under  the  FMP.  The  FMP  was  jnepared 
by  the  Council  and  is  implemented 
through  regulations  at  50  (T‘’R  jiart  022 
under  the  authority  of  the  Magnuson- 
Stevens  F’ishery  Con.servation  and 
Management  Act  (Magnuson-.Stevens 
Act). 

Background 

Worldwide  demand  for  protein  is 
increasing  and  fisheries  jnoduction  will 
not  likely  he  adeipiate  to  supplv  the 
world  demand  for  fisheries  jiroducts 
without  suj)])lementation  through 
aiiuaculture.  In  the  United  .States, 
apjn'oximately  84  percent  of  all  seafood 
consumed  is  currently  imjiorted  from 
other  countries,  creating  an  annual  trade 
deficit  of  overt)  billion  dollars.  It  is 
estimated  hv  2025,  two  million  more 
metric  tons  of  seafood  will  he  needed 
over  and  above  what  is  consumed  today. 
Commercial  wild-ca])ture  fisherv 
])roduction  has  remained  stable  or 
declined  in  recent  decades,  due  to 
overfishing  and  increasingly  stringent 
management  restrictions. 

Aiiuaculture  is  one  method  to  meet 
current  and  future  demands  for  seafood. 
Prior  to  the  FMP.  there  was  no  process 
for  accommodating  commercial-scale 
offshore  aiiuaculture  in  F’ederal  waters 
of  the  Culf  of  Mexico  (Culf),  other  than 
live  rock  aquaculture  which  is 
authorized  under  Amendments  2  and  3 
to  the  Fishery  Management  Plan  for 
(!oral  and  ('.oral  Reefs  of  the  (hdf.  NMF.S 
may  i.ssne  an  exempted  fishing  permit 
(EFP)  to  conduct  offshore  aquaculture  in 
Federal  waters;  however,  an  EFP  is  of 
limited  duration  and  is  not  intended  for 
c.onnnercial  production  of  fish  and 
shellfish.  1’he  Council  developed  the 
F'MP  under  the  authority  of  the 
Magnuson-.Stevens  Act  to  authorize  the 
development  of  commercial  aquaculture 
operations  in  Federal  waters  of  the  Culf. 
The  F’MP  was  initiated  to  provide  a 
comprehensive  framework  for 
authorizing  and  regulating  offshore 
aquaculture  activities.  The  FMP  also 
e.stahlishes  a  programmatic  approach  for 
evaluating  the  potential  impacts  of 


proposed  aquac.ulture  operations  in  the 
Ciulf. 

A  NOl  for  the  FMP  was  published  on 
.September  2.  2004  (Ot)  FR  53082).  A 
notice  of  availahilitv  for  the  draft  PEES 
was  published  on  .September  12,  2008 
(73  FR  53001).  On  )une  20.  2000,  a 
notice  of  availahilitv  was  inihlished  for 
the  final  PEIS  (74  FR  3050‘)).  The  1-MP 
entered  into  effect  by  ojieration  of  law 
on  .September  3.  20(jo. 

On  April  20.  2010,  an  explosion 
occurred  on  the  DWH  M(',252  oil  rig. 
resulting  in  the  release  of  an  estimated 
4.0  million  hhl  (770  million  L)  of  oil 
into  the  (hilf.  In  addition,  1.84  million 
gal  (O.t)O  million  L)  of  Corexit  0500y\ 
disjier.sant  were  applied  as  part  of  the 
effort  to  constrain  the  spill.  The  well 
was  successfully  cajiped  in  a 
coordinated  effort  on  July  15.  2010. 

'fliis  sujiplemental  NOl  is  intended  to 
inform  the  jmhlic  of  NMF\S  and  the 
Council's  decision  to  consider  new 
information  from  the  DWH  MC252 
blowout.  This  information  is  needed  in 
order  to  consider  potential  changes  to 
the  environment  linked  to  the  DWH 
blowout  and  determine  if  and  how  such 
changes  mav  affect  the  actions  and 
alternatives  analyzed  in  the  FMP. 
C.omments  are  being  solicited  on  the 
range  of  i.ssues  related  to  the  DWH 
blowout  to  he  addre.ssed  in  the  .SFPEkS. 
Availability  of  the  draft  .SFPEKS  will  he 
])uhli.shed  at  a  later  date  in  the  Federal 
Register. 

Aiilhority;  Hi  II..S.C'..  1801  e/ .sei/. 

I)al(!(l:  lamiarv  Hi.  2013. 
lames  P.  Biirf’ess, 

Act  ini’  Dcpiitv  Director,  Office  of  Snst(iin(il)le 
Fisheries.  National  .Marine  Fisheries  Service. 
U  K  Doc.  2()i:i-()ir)(i2  I’ilwl  1-24-1  :i;  HH.S  am| 
BILLING  CODE  3510-22-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  622 

RIN  0648-BC66 

Fisheries  of  the  Caribbean,  Gulf  of 
Mexico,  and  South  Atlantic;  Reef  Fish 
Fishery  of  the  Gulf  of  Mexico; 
Amendment  37 

AGENCY:  National  Marine  Fisheries 
.Service  (NMF.S).  National  Oceanic  and 
Atmos])heric  Administration  (NOAA), 
Commerce. 

ACTION:  Notice  of  availability;  request 
for  comments. 

SUMMARY:  The  Culf  of  Mexico  Fishery 
Management  (xnincil  ((Council)  has 
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submitted  Amendment  37  to  the  Fishery 
Management  l^lan  for  the  Reef  Fish 
Resources  of  tlie  Ciulf  of  Mexico  (FMP) 
for  review,  approval,  and 
imj)lementation  l)y  NMFS.  Amendment 
37  proj)o.ses  to  modify  the  gray 
triggerfish  r(!l)nilding  ])lan;  revise  the 
commercial  and  recnuitional  sector’s 
annual  catch  limits  (A(iLs)  and  annual 
catc:h  targets  (ACTs)  for  gray  triggerfish: 
revise  the  recreational  .sector 
accountahility  measures  (AMs)  for  gray 
triggerfish;  revise  the  gray  triggerfish 
recreational  hag  limit;  establish  a 
commercial  trij)  limit  for  gray 
triggerfish;  and  establish  a  fixed  closed 
season  for  the  gray  triggerfish 
commercial  and  recreational  sectors. 

The  intent  of  Amendment  37  is  to  end 
overfishing  of  gray  triggerfish  and  helj) 
achieve  ojjtimum  yield  (OY)  for  the  gray 
triggerfish  resource  in  accordance  with 
the  recjuirements  of  the  Magnuson- 
Stevens  Fishery  Conservation  and 
Management  Act  (Magnuson-Stevens 
Act). 

DATES:  Written  comments  must  he 
received  on  or  before  March  2(i,  2013. 
ADDRESSES:  You  may  submit  comments 
on  this  document,  identified  hv 
“N(1AA-NMFS-2()12-()19‘)”,  by  any  of 
the  following  methods: 

•  Eleciianic  Submission:  Submit  all 
electronic  public:  c;omment.s  via  the 
Imderal  e-Rulemaking  Portal.  Co  to 
WWW'. rugulut  ions.gov/ 
ii!dockotDotail:D=NOAA  -NMFS-20 1 2- 

click  the  “Comment  Now!"  icon, 
complete  the  rcxjuired  fields,  and  enter 
or  attach  your  comments. 

•  Moil:  Submit  written  comments  to 
Rich  Malinowski,  Southeast  Rcjgional 
Office,  NMFS,  2()3  13th  Avenue  South, 
St.  Peter.shurg,  FL  33701. 

Instructions:  Commcmts  sent  by  any 
other  method,  to  any  other  address  or 
individual,  or  rcjceived  after  the  end  of 
the  comment  jjeriod,  may  not  he 
considered  by  NMFS.  All  comments 
receivcul  are  a  part  of  the;  public  rec;ord 
and  will  gencirally  he  po.stcul  for  public 
viewing  on  www.rcgulutions.gov 
without  change.  All  iiersonal  identifying 
information  (c.g.,  name,  addre.ss.  (;tc;.), 
confidential  husinci.ss  information,  or 
otherwise  sensitive;  information 
submitted  voluntarily  by  the  sender  will 
he  publicly  accessible.  NMFS  will 
accept  anonymous  comments  (enter  “N/ 
A”  in  the  rcicjuired  fields  if  you  wish  to 
remain  anonymous).  Attachments  to 
electronic  comments  will  he  accejited 
Micro.soft  Word,  Excel,  or  Adobe  PDF 
file  formats  only. 

El(;ctronic  copies  of  the  amendment 
may  he  obtained  from  the  Southeast 
Regional  Office  Web  site  at  http:// 
scro.ninfs.nonu.gov. 


FOR  FURTHER  INFORMATION  CONTACT:  Rich 
Malinowski,  Southeast  R(;gional  (Kfice, 
NMFS,  telephone  727-824-.'j3().'i:  email: 
rich.maIinowski@nona.gov. 
SUPPLEMENTARY  INFORMATION:  The  reef 
fish  fishery  of  the  Gulf  of  Mexico  (Gull) 
is  managed  under  the  l''MP.  'fhe  f'MP 
was  prepared  by  the  Gouncil  and  is 
imj)lemented  through  regulations  at  .'ll) 
GFR  part  822  under  the  authority  of  the 
Magnu.son-Stevens  Act.  The  Magnuson- 
Stevens  Act  also  re(|uires  that  NMFS, 
upon  receiving  a  plan  or  amendment, 
publish  an  announcement  in  the 
Federal  Register  notifying  the  public 
that  the  plan  or  amendment  is  available 
for  review  and  comment.  All  gray 
triggerfish  weights  discussed  in  this 
projjosed  rule  are  in  round  weight. 

Background 

The  Magnu.son-Stevens  Act  reciuires 
NMFS  and  regional  fishery  management 
councils  to  prevent  overfishing  and 
achieve,  on  a  continuing  basis,  the  OY 
from  fed(;rally  managed  fish  stocks. 

The.se  mandates  are  intended  to  ensure 
fishery  r(;.source.s  arc;  manag(;d  for  the 
greatest  overall  hi;nefit  to  the  nation. 
jKirticularly  with  resp(;ct  to  providing 
food  production  and  r(;cr(;ational 
op])ortuniti(;.s.  and  ])rot(;cting  marine 
(;co.sv.stems.  To  further  this  goal,  the 
Magnu.son-Stevens  Act  re(|nir(;.s  fishc'ry 
managers  to  .si)(;cifv  their  .strat(;gy  to 
n;huild  overfished  .stocks  to  a 
su.stainahle  level  within  a  certain  time 
frame,  to  minimize  hycatc:h  and  hycatch 
mortality  to  the  c;xt(;nt  practic:ahle.  and 
to  c;.stahli.sh  AMs  for  a  stock  to  ensure 
AGLs  are  not  exc(;eded.  Amendment  37 
addresses  these  issues  for  gray 
triggerfish. 

Status  of  the  Gray  Triggerfish  Stock 

The  last  Southeast  Data,  As.ses.sment, 
and  Review  (SEDAR)  benchmark  stock 
assessment  for  gray  triggerfish  was 
completed  in  2008  (SEDAR  0).  SEDAR 
9  indicated  that  the  gray  triggerfish 
stock  was  both  overfish(;d  and  jjossihly 
undergoing  overfishing.  Suhseciuently, 
Am(;ndment  30A  to  the  FMP  (;.stahlished 
a  gray  triggerfi.sh  r(;huilding  plan 
hc;ginning  in  the  2008  fi.shing  vc;ar  (73 
FR  38139,  July  3,  2008).  In  2011,  a 
SEDAR  update;  stock  a.s.ses.sm(;nt  for  gray 
triggerfi.sh  det(;rmin(;d  that  the  gray 
triggerfish  stock  was  still  overfi.shed  and 
was  additionally  undergoing 
overfishing.  The  2011  update 
a.s.s(;.ssment  indicat(;d  the  2008  gray 
triggerfish  rebuilding  plan  had  not  made 
adt;(iuate  ])rogr(;.ss  toward  ending 
overfishing  and  rebuilding  the  stock. 
NMI'\S  inform(;d  the  Gonncil  of  this 
determination  in  a  letter  dated  March 
13,  2012.  NMP’S  also  recpiested  that  the 
Gouncil  work  to  end  overfishing  of  gray 


triggerfish  immediately  and  to  rc;vi.se  the 
gray  triggerfish  stock  r(;huilding  plan. 

As  a  way  to  more  cpiickly  implement 
measnr(;s  to  end  overfi.shing  and  rebuild 
the  stock,  the  Gouncil  r(;(]ue.sted  and 
NMFS  im])lem(;nti;d  a  temporary  rule  to 
reduc:e  the  gray  triggerfish  commercial 
and  recreational  AGLs  and  AfiTs  (77  FR 
28308,  May  14.  2012).  The  temporarv 
rule  also  (;.stahli.sh(;d  an  in-season  AM 
for  the  gray  triggerfi.sh  recreational 
sector  to  he  more  consi.stent  with  the 
commercial  sector  AMs  and  ])rovide  for 
an  additional  level  of  |)rotection  to 
ensure  that  the  recreational  AGL  is  not 
excei;ded  and  that  the  risk  of  overfi.shing 
is  reduced.  The.se  interim  measures 
were  then  extended  through  May  l.'i. 
2013,  to  ensure  that  the  more  permanent 
measures  being  develoj)ed  through 
Amenilment  37  could  he  implemented 
without  a  lapse  in  the.se  more  protective 
management  measures  (77  P'R  87303, 
November  9,  2012). 

Actions  Gontained  in  Amendment  37 

Amendment  37  proposes  to  modify 
tin;  gray  triggerfi.sh  rebuilding  ])lan, 
revise  the  commercial  and  recreational 
.sector’s  AGLs  and  AfiTs  for  grav 
triggerfish  (the  commercial  AGT  is 
exj)res.sed  as  the  t;ommercial  cpiota  in 
the  r(;gulatorv  text),  revi.sc;  the 
recreational  sector  AMs  for  gray 
triggerfish,  revise  the  grav  triggerfi.sh 
recreational  hag  limit,  establish  a 
commercial  trip  limit  for  grav 
triggerfish.  and  establish  a  fixed  closed 
.season  for  the  gray  triggerfi.sh 
commercial  and  recr(;ational  sectors. 

Modifications  to  the  Grav  Triggerfish 
Rebuilding  Plan 

Amendment  37  would  revise  the 
rebuilding  j)lan  for  gray  triggerfish.  The 
gray  triggerfish  .stoc:k  is  currently  in  the 
.5th  year  of  a  rebuilding  jdan  that  began 
in  2008.  Amendment  37  would  modifv 
the  rebuilding  plan  in  response  to  the 
results  from  the  2011  SIRDAR  9  Update 
and  the  Gouncil’s  suhseejuent  Scientific 
and  Statistical  Gommittee  (SSG)  review 
and  recommendations  for  the  gray 
triggerfish  allowable  biological  catch 
(AI3G).  The  modified  rebuilding  plan 
would  he  based  on  a  con.stant  fishing 
mortality  rate  that  does  not  exceed  the 
fi.shing  mortality  rate  at  OY. 

AGl^s  and  AGTs 

Amendment  37  would  revise  the 
AGI.s  for  the  gray  triggerfi.sh  commercial 
and  recr(;ational  sectors.  Amendment  37 
would  also  revi.se  the  AGTs  (commercial 
AGT  expre.ssed  as  a  (juota  in  the 
regnlatory  text)  for  both  sectors. 

The  Gouncil’s  SSG  reviewed  the  gray 
triggerfish  2011  SEDAR  9  Update.  The 
SSG  recomm(;nded  that  the  ABG  for  gray 
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triggerfish  for  the  2012  and  2013  fishing 
years  be  set  at  30.5,300  lb  (138.340  kg). 
Ba.s(Mi  on  this  recommendation,  the 
commercial  and  recreational  ACLs  and 
Atn’s  for  the  gray  triggerfish  need  to  be 
updated. 

In  Amendment  30A  to  the  KMP.  the 
(lonncil  established  a  21  percent 
commercial  and  70  jiercent  recreational 
allocation  of  the  grav  triggerfish  A13C 
(73  FR  38130.  July  3.  2008).  Tbe.se 
allocations  are  u.sed  to  set  the 
commercial  and  recreational  sector- 
specific  ACLs.  The  ABC  recommended 
by  the  SSC  is  305.300  lb  (138.482  kg) 
and  the  combined  .sector  ACLs  are  ecpial 
to  the  AB(i.  Based  on  the  allocations 
established  in  Amendment  30A  tt)  the 
FMP.  Amendment  37  would  set  a 
nuluced  commercial  ACL  of  04,100  lb 
(20.075  kg),  and  a  reduced  recreational 
ACL  of  241 .200  11)  (100,400  kg). 

The  Ceneric  Animal  Catch  Idmit 
Amendment  develojied  by  the  Council 
and  implemented  by  NMFS  (70  FR 
82044.  December  2‘),  2011)  (established 
a  standardized  procedure  to  set  .sector- 
sjiecific  ACTs  based  on  the  ACLs.  ACiTs 
are  intended  to  account  for  management 
uncertainty  and  provide  a  buffer  that 
better  ensures  a  sector  does  not  exceed 
its  designated  ACL.  Tbefionncil  cbo.se 
to  use  this  |)rocedure.  which  resulted  in 
a  5  percent  buffer  between  the 
commercial  A(]L  and  A(iT.  and  a  10 
percent  buffer  between  the  recniational 
ACL  and  ACT.  Therefore.  Amendment 
37  would  set  the  commercial  AC'f 
(commercial  (piota)  at  00.000  lb  (27.024 
kg),  and  the  recreational  A(T  at  217.100 
11)  (08.475  kg).  The  ])roposed  ACLs  and 
ACTs  in  Amendment  37  are  the  .same  as 
tbo.se  currently  in  place  as  implemented 
tbrongb  the  temporary  rule  for  gray 
triggerfish  (77  FR  28308,  May  14.  2012). 
The  current  commercial  grav  triggerfish 
(jiiota  functions  as  the  commercial  ACT. 

/\ALs 

Amendment  37  proposes  to  modify 
the  gray  triggerfish  recreational  sector 
AMs.  (Airrently,  the  AM  for  the 
recreational  .sector  is  triggered  if  the 
recreational  ACL  is  exceeded  and 


recjuires  NMFS  to  reduce  the  length  of 
the  following  year's  fishing  sea.son  by 
the  amount  necessary  to  ensure  that 
recreational  landings  do  not  exceed  the 
recreational  A(T  during  the  following 
year.  Amendment  37  would  replace  this 
AM  with  an  in-season  AM.  in  the  form 
of  a  recreational  season  closure  that 
would  prohibit  the  recreational  harvest 
of  gray  triggerfish  after  the  recreational 
ACT  is  reached  or  |)rojected  to  be 
reached.  This  in-season  AM  would 
provide  an  additional  level  of  protection 
to  belj)  ensure  that  the  recreational  ACL 
is  not  exceeded  and  reduce  the  risk  of 
overfishing.  Amendment  37  would  also 
add  an  overage  adjustment  that  would 
a])i)ly  if  the  recreational  sector  ACL  is 
exceeded  and  gray  triggerfish  are 
overfished.  This  post-.sea.son  AM  would 
reduce  the  recreational  ACL  and  ACT 
for  the  following  year  by  the  amount  of 
the  ACL  overage  in  the  prior  fishing 
year,  unless  the  best  scientific 
information  available  determines  that  a 
greater,  lesser,  or  no  overage  adjustment 
is  nece.ssary. 

(Joinni(m:i(il  Trip  Limit 

Ciurrently,  there  is  no  trip  limit  for  the 
commercial  sector.  Amendment  37 
would  establish  a  commercial  trip  limit 
for  gray  triggerfish  of  12  fish.  This  trip 
limit  would  allow  commercial  reef  fish 
fisherman  to  harvest  their  incidental 
catch  of  gray  triggerfish.  This  tri|)  limit 
would  he  aj)plicahle  until  the 
commercial  ACT  (commercial  ciuota)  is 
reached  or  projected  to  he  reached 
during  a  fi.shing  year  and  the 
commercial  sector  is  closed. 

Stmsonal  (ilosinv  ofthn  Commercidl 
and  Bacraational  Sectors 

Amendment  37  would  establish  a 
seasonal  closure  of  the  gray  triggerfish 
commercial  and  recreational  sectors  in 
the  Culf  from  June  through  July,  each 
year.  This  fixed  .seasonal  closure  would 
occur  during  gray  triggerfish  ])eak 
spawning  season  and  during  the  ])eriod 
with  the  highe.st  percentage  of 
recreational  landings. 


Recraational  Bag  Limit 

Cray  triggerfish  currently  are  ])art  of 
the  2()-fish  aggregate  reef  fish 
recreational  hag  limit.  As  such,  there  is 
currently  no  specific  limit  for 
recreational  gray  triggerfish  landings  as 
long  as  the  total  is  20  fish  or  less. 
Amendment  37  would  establish  a  2-fish 
gray  triggerfish  recreational  hag  limit 
within  the  20-fish  aggregate  reef  fish  hag 
limit,  rhis  recreational  hag  limit  would 
he  applicable  until  the  recreational  ACiT 
is  reached  or  projected  to  he  reached 
(hiring  a  fishing  year  and  the 
recreational  sector  is  clo.sed. 

Proposad  Bala  for  Amandmaiit  37 

A  proposed  rule  that  would 
implement  Amendment  37  has  been 
drafted.  In  accordance  with  the 
Magnuson-Stevens  Act,  NMFS  is 
evaluating  Amendment  37  to  determine 
whether  it  is  consistent  with  the  FMF, 
the  Magnu.son-Stevens  Act.  and  other 
applica))le  law.  If  the  determination  is 
affirmative,  NMFS  will  publish  the 
pro])()se(l  rule  in  the  Federal  Register 
for  public  review  and  comment. 

(Consideration  of  Public  (Comments 

'rhe("ouncil  submitted  Amendment 
37  for  Secretarial  review,  apj)roval,  and 
implementation.  NMF.S'  decision  to 
a])])r()ve,  ])artially  ap|)r()ve,  or 
disapprove  Amendment  37  will  he; 
based,  in  ])art,  on  consideration  of 
comments,  recommendations,  and 
information  received  during  the 
comment  period  on  this  notice  of 
availability. 

Public  comments  received  by  5  ]).m. 
eastern  time,  on  March  28,  2013,  will  he 
considered  by  NMFS  in  the  a])pr()val/ 
disa])proval  decision  regarding 
Amendment  37. 

Authority:  18  U.S.CC.  1801  at  saq. 

Dated:  |aniiary  17,  2013. 

Kara  Meckley, 

Acting  Deputy  Director.  Office  of  tiuHtni noble 
Fisheries.  .Votionol  Marine  Fisheries  Service. 
|PK  Dec.  201:1-014:11  Kited  1-24-1  :i;  «:4.'i  iiin| 
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This  section  of  the  FEDERAL  REGISTER 
contains  documents  other  than  rules  or 
proposed  rules  that  are  applicable  to  the 
public.  Notices  of  hearings  and  investigations, 
committee  meetings,  agency  decisions  and 
rulings,  delegations  of  authority,  filing  of 
petitions  and  applications  and  agency 
statements  of  organization  and  functions  are 
examples  of  documents  appearing  in  this 
section. 


DEPARTMENT  OF  AGRICULTURE 

Food  and  Nutrition  Service 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request — Supplemental 
Nutrition  Assistance  Program  Forms: 
Applications,  Periodic  Reporting  and 
Notices 

AGENCY:  Food  and  Nutrition  Sorvioo. 
DSDA. 

action:  Notice. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  IhU.'i.  thi.s 
Notice  invites  the  general  jinhlic  and 
other  public  agencies  fo  comment  on 
propo.sed  information  collections.  This 
collectimi  is  an  extension,  without 
change,  of  a  curnmtly  ajijiroved  burden 
for  the  applications,  periodic  rejiorting 
and  notices  burden  calculations  for  the 
Supplemental  Nutrition  Assistance 
Program  (SNAP). 

DATES:  Written  comments  must  he 
submitted  on  or  before  March  2(i.  2013 
to  he  a.ssured  consideration. 

ADDRESSES:  Comments  are  invited  on; 

(a)  Whether  the  projiosed  collection  of 
information  is  necessary  for  the  projier 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practic:al  utility; 
(h)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  propo.sed  collection 
of  information,  including  the  validity  of 
the  methodology  and  assum])tions  u.sed; 
(c)  ways  to  enhance  the  (pialitv,  utilitv 
and  clarity  of  the  information  to  he 
collected:  and  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  ajjpropriate, 
automated,  electronic,  mechanical,  or 
other  technological  collection 
technicjues  f)r  other  forms  of  information 
technology. 

(iomments  may  he  .sent  to  Angela 
Kline,  Chief,  Certifu:ation  Policy 
Branch,  Program  Development  Division, 


Food  and  Nutrition  .Service,  IJ..S. 
Department  of  Agricidture,  3101  Park 
Center  Drive,  Room  812.  Alexandria,  VA 
22302.  Comments  may  also  he 
submitted  via  fax  to  the  attention  of 
Angela  Kline  at  703-3().'')-248(). 
Comments  will  also  he  accepted  through 
the  Federal  eRulemaking  Portal.  Co  to 
hiti)://\v\\'\\’.r(;gul(itions.{>ov  k\nd  follow 
the  online  instructions  for  submitting 
comments  elect ronicallv. 

All  comments  will  he  open  for  ijuhlic 
inspection  during  regular  business 
hours  (8:30  a.m.  to  .'i;()()  ]).m.,  Monday 
through  Friday)  at  the  office  of  the  Food 
and  Nutrition  Service.  U..S.  Department 
of  Agriculture,  3101  Park  Center  Drive, 
Room  800,  Alexandria,  Virginia  22302. 

All  comments  w'ill  he  summarized 
and  included  in  the  recjuest  for  Office  of 
Management  and  Budget  aj)proval  of  the 
information  colhjction.  All  comments 
will  become  a  matter  of  ])uhlic  record. 
FOR  FURTHER  INFORMATION  CONTACT: 
Re(|uests  for  additional  information  or 
copies  of  this  information  collection 
should  he  directed  to  Angela  Kline  at 
7()3-3().'i-24n.'5. 

SUPPLEMENTARY  INFORMATION: 

Titla:  .Sui)i)lemental  Nutrition 
Assistance  Program  Forms: 

Applications,  Periodic  Reporting  and 
Notices. 

OMB  Niiwlu^r:  ().‘584-()()(i4. 

Form  Numbor:  None. 

Exf)ir(i1ion  Dato:  March  31, 2013. 

Tvpo  of  Haquost:  Extension  of  a 
currently  apj)roved  collection. 

Absti'dct:  This  notice  extends  the 
Applications,  Periodic  Reporting  and 
Notices  burden  for  the  .Supplemental 
Nutrition  A.ssi.stance  Program  (SNAP). 
'I’he  Federal  jjrocedures  for 
implementing  the  applic:ation  and 
certification  jjrocedures  in  the  Act  are  in 
Parts  271,  272  and  273  of  the  Title  7  of 
the  Code  of  Federal  Regulation.  Part  271 
contains  general  information  and 
definitions.  Part  272  contains 
requirements  for  participating  .State 
agencies  and  Part  273  contains 
procedures  for  the  certification  of 
eligible  households. 

FN.S  is  currently  undertaking  an 
extensive  review  of  the  burden 
a.ssociated  with  the  ap])lication  and 
certification  procedures  for  .SNAP.  The 
Agency  anticipates  releasing  a  revised 
Notice  within  2013,  to  reflect  the  results 
of  this  re.search.  This  Notice  .serves  to 
extend  the  existing  burden  e.stimates. 


Reporting  Burden 

Appiicotion  To  Participoto  in  SNAP 

.Section  273.2  of  the  SNAP  regulations 
recpures  that  each  applicant  household 
comjjlete  and  fib;  an  aj)plication,  either 
in  paper  or  electronic  form.  The 
aj)plication  contains  detailed 
information  about  each  household 
member  and  their  income,  employment, 
.shelter  ex])ense.s.  medical  expenses  (if 
a])j)licahle)  and  resources  that  is 
nece.ssary  to  determine  if  the  aj)plicant 
household  is  entitled  to  a.ssi.stance.  The 
application  process  also  includes 
verification  of  certain  information 
j)rovided  on  the  apj)lication  and  an 
interview  where?  the  .State  agency 
worker  asks  a  .series  of  epiestions  and 
clarifies  information  from  the 
ap])lication. 

Application  for  SNAP  Recertification 

.Section  273.1  ()(f)  of  the  regulations 
reepiires  that  all  households 
jiarticipating  in  .SNAP  he  assigned 
certification  periods  of  a  definite  length. 
Under  section  273.14.  in  order  to 
continue  ])articipating  in  .SNAP, 
ongoing  hou.seholds  must  ap|)ly  for 
recertification  prior  to  the  end  of  their 
current  certification  periods.  The 
recertification  jirocess  also  includes  the 
verification  of  information,  if  it  has 
changed,  and  an  interview. 

Periodic  Reports 

Monthly  Roports — Under  section 
273.21.  households  subject  to  monthly 
reporting  are  requiriid  to  submit  reports 
of  their  circumstances  on  a  monthly 
basis.  The  report  reque.sts  the 
information  necessary  to  det(;rmine 
eligibility  and  benefits  of  affected 
households.  Households  subject  to 
monthly  reporting  are  assigned 
certification  periods  of  12  months  and 
submit  11  monthly  reports  a  year  plus 
the  application  for  recertification. 

Quartorlv  Reports — Per  section  273.12 
(a)(4),  .State  agencies  may  retiuire 
households  to  report  chiinges  on  a 
(]uarterly  basis.  .Since  households  are 
not  r(!(juired  to  submit  a  .separate 
(juarterly  rejiort  when  they  submit  an 
application  for  recertification,  the 
(luarterly  report  is  submitted  3  times  a 
year. 

Siinplifiod  or  Poriodic  Ropoiiii — 
.Section  273.12(a)(.'j).  allows  .State 
agencies  to  establish  a  simj^lified 
reporting  (SR)  system,  under  which 
mo.st  hou.seholds  are  only  retjuired  to 
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roporl  whon  tin;  liousdiold’s  ‘•ross 
iiionnily  imroni,,  oxcotuls  130  pm.oiit  of 
Iho  J-odoral  povarlv  Icvol  or  when  an 
al)lo-l)0(lio(i  adult  without  dopondonts 
(ABAWD)  (loos  not  hkhU  tlio  ininiimnn 
W(;okly  work  hour  nKpiinMnont.  Stato 
•ifioncicjs  have  the  oj)tion  of  incindino 
most  honsoholds  assif-nod  a  certification 
j)oriod  of  at  least  4  months  in  thoir  SR 
systmns;  honsoholds  assigmul 
ciJrtilication  periods  gniaror  than  0 
months  must  suhmit  a  periodic  rej)ort 
l)y  the  sixth  month.  State  agenciejs  mav 
opt  to  nupdre  households  to  suhmit  ' 
periodic  rojiorts  at  intervals  from  every 
4  months  to  every  (j  months.  SR 
households  that  are  certified  for  longer 
than  ()  months  inii.st  suhmit  a  periodic 
report. 

Cluinga  Reports— Vmhir  section 
273  12(a).  households  not  subject  to  one 
of  the  periodic  reporting  .systems 
(monthly,  (juarterly  reporting  or 
simplified  rejKirting)  are  assigned  to  a 
rejiorting  sy.stem  conunonlv  referred  to 
as  cJiange  or  incident  reporting. 
Hou.seholds  a.ssigned  to  change 
roporling  must  report  most  changes  in 
household  circumstances  within  10 
days  from  the  date  that  the  cliange 
iMicomes  known  to  the  hou.sehold. 


Notices 

\'olice  oj  Eligibilitv  or  Doniol—Tlus 
notice  is  u.sed  hy  State  agencies  to 
advi.se  hou.seholds  of  the  di.sposition  of 
fheir  apjilication  for  initial  certification 
or  recertification.  If  the  hou.sehold  is 
domed,  the  notice  contains  the  reason(.s) 
for  the  denial  and  advi.ses  the  hoirsehold 
of  Its  right  to  appeal. 

Notice  ol  Lot  e/1  iwow  plot  e  Report— 

1  ns  notice  is  u.sed  hy  State  agencies  to 
advise  ongoing  hou.seholds  when  they 
have  failed  to  suhmit  the  re(|uired 
nionfhly.  (|uarferly  or  semiannual  rejiort 


altogether  or,  if  the  hou.sehold 
siihmitted  an  incomplete  report. 

Notice  oj  Missed  Interviews  (NOMlj _ 

As  tlie  name  implies,  the  NOMI  is 
issued  hy  .State  agencies  to  hou.seholds 
lliat  tail  to  appear  for  their  .sc  heduled 
initial  or  recertification  interview,  or  in 
1  file  case  o(  hou.seholds  subject  to 

telejihone  interviews,  fail  to  contact  the 
State  agency  or  receive  telejihone  calls 
initiated  hy  the  local  office.  The 
lioii.sehold  may  resjiond  to  the  notice  hv 
reijiiesting  that  the  interview  he 
rescheduled. 

Notice  of  Expiration  (NOEj-SUiie 
agencies  are  reejuired  to  mail  a  Nf)E  to 
(uirrently  jiarticijiating  households  at 
Inast  30  days  jirior  to  the  exjiiration  of 
dmir  current  certification  jieriod.  The 
NtJb  IS  usually  accomjianied  hy  the 
Ajijilication  for  Recertification."  The 
Nf)E  advd.ses  the  hou.sehold  that  its 
(.eitification  jieriod  is  exjiiring  and  that 
to  continue  receiving  assistance;  the 
hou.sehold  must  file  its  ajijilication  for 
rocertification  in  a  timely  manner. 

Notice  of  Adverse  Action  (NOAAj- 

rhe  NOAA  is  i.ssued  liv  State  agencies 
to  jiarticijiating  hou.seholds  who.se 
lionefits  will  he  reduced  or  terminated 
a.s  the  result  of  a  change  in  hou.sehold 
(arcum.slances. 

Adeejnate  Notic(^An  adcKjiiate  notice 
i.s  .sent  to  hou.seholds  liy  the  State 
ageiK.y  when  the  household’s  benefits 
are  reduced  or  terminated  based  on 
mftirmation  rejiorted  hv  the  hou.sehold 
Itself.  Adetjuate  notices  can  al.so  he  u.sed 
when  mass  changes  occur.  Mass 
clianges  are  certain  changes  initiated  hv 
tlie  State  or  Federal  government  that 
may  affect  the  entire  caseload  or 
significant  iiortions  of  the  caseload 
Request  for  Contact  ( EEC )— The  RFC 
notice  i.s  u.sed  to  contact  the  hou.sehold 
u  lien  the  .State  agency  re(;eive.s 
intormation  regarding  a  jiotential 
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change  in  a  hoii.sehold’s  eligibility  or 
lienehts  and  such  information  is  not 
siifticient  for  the  .State  agency  to 
determine  exactly  how  the  household’s 
status  would  he  affected. 

1  ransitional  Renefits  Notice  (TNI— 
State  agencies  that  ojit  to  jirovide 
transitional  henefits  must  jirovide 
eligible  families  a  IN  that  includes 
detailed  and  sjiecific  information  ahout 
tlie  hoii.sehold’s  transitional  henefits 
and  rights.  Because  the  TN  and  the  NOE 
are  very  similar,  the  rejiorting  hurden 
associated  with  the  TN  i.s  included  in 
tlie  rejiorting  burden  for  the  NOE. 

Recordkeejiing 

(^(ise  Records— SUde  agencies  must 

keeji  records  as  may  he  necessary  to 
ascertain  whether  the  program  is  being 
conducted  in  comjiliance  with  the  Act 
and  the  regulations.  The  Act  and 
Section  272A{{]  of  the  regulations 
nKjiiire  .States  to  maintain  such  records 
tor  a  Jieriod  of  3  years  from  date  of 
origin.  .States  are  allowed  to  store 
records  using  automated  retrieval 
systems  and  other  features  that  do  not 
rely  exclusively  on  the  collection  and 
retention  of  jiajier  records. 

Duplicate  Rorticipation  Svstein _ 

.ScK.tion  272.4(e)  of  the  reguiations 
reejuire  State  agencies  to  search  their 
fibis  tor  dujilicates  in  order  to  jirevent 
individuals  from  receiving  lienefits  in 
more  than  one  hou.sehold  and  to  jirevent 
tioii.seholds  from  receiving  benefits  in 
more  than  one  juri.sdiction  within  the 
.State.  The  Act  further  reejuires  .State 
agencies  to  establish  a  system  that  will 
jii event  an  individual  from  receiving 
Kith  food  coupons  and  cash  benefits  in 
turn  of  coujions  in  an  S.Sl  ca.sb-out  State 
or  under  a  ca.sb-out  demonstration 
jmiject. 
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Households 


Affected  Public  Description  of  Collection  Activity 


Reporting 


Individuals  lApplication  to  participate  in  the  FSP 


Application  for  Recertification 


Additional  Application  for  Recertification 
affected  by  Final  Rule  7  CFR  273.12(a)(5), 
formerly  7  CFR  273.12(a)(l)(vii) 


Monthly  Report 


Quarterly  Report 


Semiannual  or  Simplified  Reporting 


Change  Report 


Notice  of  Missed  Interviews 


Notice  of  Adverse  Action  (NOAA) 


Adequate  Notice 


Request  for  Contact 


Deepwater  HorizonReporting 


Total  Individual/Household  Burden 
Application  to  participate  in  the  FSP 


Application  for  Recertification 


Additional  Application  for  Recertification 
affected  by  Final  Rule  7  CFR  273.12(a)(5), 
formerly  7 CFR  273.12(a)(l)(vii) 


Monthly  Reports 


Quarterly  Report 


Semiannual  or  Simplified  Report 


Change  Report 


_ [Notice  of  Eligibility  or  Denial 

iNotice  of  Late  Incomplete  Report 


Notice  of  Missed  Interviews 


Notice  of  Expiration  of  Certification 
Notice  of  Adverse  Action  (NOAA) 


Adequate  Notice 


Request  for  Contact 


0MB  Control  Number:  0584-0083,  0584-0496 
Total  State  Agency  Reporting 


(e) 

Total  Annual  (f)  (g) 

Responses  Hours  Per  Total  Burden 
(cxd)  Response  (exf) 


3,940,307 


142,506 


799,469 


10,788,683 


1,664,843 

1,693,242 


47,696 


8,430 


763,132 


10,967,909 


14,908,216 


State  Agencies 


Monitoring  Duplicate  Participation 


Total  Recordkeeping 


46693  127192304 


17098  46576077,01 


63,792  173,768,381 


Summary  of  Estimated  Burden 

A  ffactad  Public:  State  and  local 
government  agencies  administering 
SNAP  and  Individnals/Ilonseholds. 

Esiimaicd  Number  of  RcsiJondents: 
14,910,993. 

Esli mated  Number  of  Responses  per 
Respondent 

Estimated  Total  Number  of  Annual 
Resi)onses:  295 ,5 30.503 . 

Estimated  Hours  per  Response:  .0842. 
Estimated  Toted  Annual  Rurden: 
24,898,223. 


Dated:  )aniiary  18.  2013. 

Audrey  Rowe, 

Adminislnilor.  Pood  and  Nutrition  Service. 
|FK  Doc.  201 3-0 1.5.50  l•■il(^(l  1-24-13:  8:45  am] 
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DEPARTMENT  OF  AGRICULTURE 

Food  Safety  and  Inspection  Service 

[Docket  No.  FSIS-201 2-0049] 

Ongoing  Equivalence  Verifications  of 
Foreign  Food  Regulatory  Systems 

AGENCY:  Food  Safety  and  Inspection 
Service.  USDA. 


action:  Notice. 

SUMMARY:  The  Food  Safety  and 
Insjiection  Service  (FSIS)  is  de.scrihing 
the  new  methodology  it  is  employing  to 
conduct  ongoing  equivalence 
verifications  of  the  regulatory  .systems  of 
countries  that  export  meat,  jioultry,  or 
jirocessed  egg  products  to  the  United 
States.  FSlvS  uses  a  three-jiart  approach 
that  includes:  (1)  Document  reviews,  (2) 
on-site  system  audits,  and  (3)  port-of- 
entry  (FOE)  reinsjiections.  FSIS 
conducts  document  review's  at  least 
yearly.  FSIS  conducts  on-site  sy.stem 
audits  at  least  once  every  three  years. 
FSIS  determines  the  .scope  and 


fmiuoncv  of  on-sito  systoins  audits  and 
I  Oh  nnnspoctions  throuoh  analysis  of 
llu;  results  of  its  docuinont  reviews  and 
an  ass(!ssnient  of  a  country’s 

|)<^rfonnance.  This  performance-based 

apj)roach  allows  FSIS  to  dir(u;t  its 
r(i.sourc(;s  to  fonnon  food  njoulatorx' 
systems  that  pos(!  {-reater  risk  to  public 
iKJalth  compared  to  others:  make  its 
international  jn-ogram  more  consistent 
with  Its  domestic  inspection  system; 
and  inijn-ove  the  linkage  between  POE 
remspections  and  on-site  audits.  As  a 
result.  FSIS  is  able  to  effectively  prevent 
iinsaie  imports  from  entering  this 
{:ountry. 

dates:  Comments  on  this  notice  .should 
received  by  March  2(i.  2013. 

addresses:  FSIS  invites  interested 
persons  to  submit  comments  on  this 
notice.  Comments  may  he  submitted  by 
one  of  the  following  methods; 

•  hederal  filhilenuiking  Portal:  This 
\\eh  site  providos  the  ability  to  type 
sliort  comments  directly  into  the 
comment  field  on  this  \Veh  page  or 
attach  a  file  for  lengthier  connnents.  Co 
o  IPIp://m\  \vaouiilations.ooy.  Follow 
Ok;  on-line  instructions  at  that  site  for 
suhinitting  comments. 

n  Cn-IiOMs:  Send  to 

Doi.ket  (,lerk.  IJ.S.  Diipartment  of 
Agriculture.  Food  Safety  and  Inspection 
S(.i\  u.o.  Patriots  Plaza  3.  1400 
Independence  Avenue  SW..  Mailston 

•  Hand-  or  (louriar-Daliyorad 
Submittals:  Deliver  to  Patriots  Plaza  3. 

.Ti.'j  E.  Street  SW.,  Room  8-1 03A, 
Wa.shington.  DCi  202.'50-3700. 

/n.s//uf;//Vm.s;  All  items  submitted  by 
mail  or  electronic  mail  must  include  the 
Agency  name  and  docket  numher  FSIS- 
201 2-0049.  Comments  received  in 
re.spon.se  to  this  docket  will  he  made 
available  for  public  insjiection  and 
po.sted  without  change,  including  any 
personal  information,  to  http://  I 

ninv.regu/u//on.s.ooi’.  i 

Dockat:  For  access  to  background  ' 

(  ocuments  or  comments  received  oo  to  ’ 

8.  3.KJ  E.  Street  SW.,  Room  8-104  ‘ 

Wellington.  DC  202.'-, 0-3700  between  ' 

8:00  a.m.  and  4:30  p.m.,  Monday 
tlirough  Friday.  '  i: 

for  further  information  contact-  ' 

Mi.ry  ,si,,nl,.y,  Dir,„:|,„,  l„u,r„i,li„n;,l  !.' 

olicy  l)insi„n.  ()(n,.,, 

I  rograni  Development.  FSIS  IJSDA  " 

.Smili,  Asriuihur,,  liuil.linj,,  R,„„„  2.|2r>,  ’ 

1400  Independence  Avenue  SW 
\yashington.  DC  202.'5t);  Telephone:  ■' 

202)  720-0287.  Fax:  (202)  720-4929  or 

Eniad:///mr.s/„,,/er@/s/.s.u.sdu.oov. 

SUPPLEMENTARY  INFORMATION:  u 


No.  17/Fri.l,,v.  25.  / No.icas 


kI  Hackgroiind 

(I  A  Insjiection  Act 

I-M  A)  (21  U.S.C.  020)  and  the  Poultry 
1  inducts  In.sjiection  Act  (PI’IA)  (21 
C.S.C.  400)  jirohihit  the  im|)orlation  of 
ineat  and  jioultry  jiroducts  into  the 
_  united  States  il  such  jiroducts  are 
adulterated  or  mi.sliranded,  and  iinle.ss 
tlmv  coinjily  with  all  the  in.s|iection  and 
otliei  jirovisions  ol  the  Acts  ami 
regulations  that  are  a]i|ilied  to  U.S. 
donie.stic  jiroducts.  'I’he  Egg  Products 
Insjiection  Act  (EPIA)  (21  U.S.C.  1040) 
piohihits  the  imjiortation  of  egg 
Jiroducts  unle.ss  they  have  been 
Jiroce.ssed  under  an  ajijiroved 
i  continuous  insjiection  .system  of  the 
government  ol  the  foreign  country  of 
origin  and  comjily  with  all  othm  ' 
provisions  of  the  Act  and  regulations 
lhat  ajijilv  to  U.S.  domestic  jiroducts. 

The  USDA  has  had  a  comjirehensive 
Iirogram  to  assess  foreign  meat  and 
JKKiltry  establishments  since  1907. 
Initially  the  Dejiartment  insjiected 
certified  foreign  estalilishments  to 
determine  whether  they  were  “at  least 
oijual  to”  comjiarahle  U.S. 
o.stahli.shments.  Dejiartment  officials 
were  stationed  in  Wa.shington  DC 
Argentina.  Costa  Rica,  Australia.  New 
Zealand,  Denmark,  Cermany.  Eelgium. 
;md  Canada.  This  jirogram  continued 
until  1988.  when  it  was  .suli.staiilially 
lovi.sed  and  all  overseas  auditors  were 
recalled  to  Wa.shington.  DC.  On-.site 
o.stahli.shment  insjiections  continued 
under  the  revised  jirogram  ha.sed  ujioi, 

Jia.st  on-site  audit  findings  and  POE 
reinsjiection  results. 

In  1994.  the  concejit  of  equivalence 
was  introduced  in  the  Agraenwnt  on  tim 
Application  oj  Sanitary  and 
h’Iniosanitary  Measures  (the  SPS 
Agretmient)  which  ajijiears  in  the  Final 
Act  of  the  Uruguay  Round  of 
Mnltilateral  Trade  Negotiations  signed 
m  Marrakech.  The  SPS  Agreement 
ii(;(.ame  effective  in  fanuarv  1991 
concurrently  with  estahlisiimenl  of  the  ' 
\A  orld  I  rade  Organization  (WTO)  1 

which  .snjierseded  the  Ceneral  '  I 

Agreement  on  Tariffs  and  Trade  (CATT)  * 
ns  the  umlirella  organization  for  f 

international  trade.  I3ecau.se  the  US  is  ‘ 

u  signatory  to  the  SPS  Agreement  and  a 

"uunher  of  the  WTO.  FSIS  amended  its  ' 

Kigiilations  to  recjuire  foreign  meat  and  * 
Iioiiltry  food  regulatory  systems  to  he  n 
equivalent  to”  comjiaralile  U  S  f 

'■uipiirements  ((it)  FR  38087;  |uiv  28  « 

In  lhe  late-199{rs.  FSIS  shifted  the 
emjihasis  of  its  on-.site  audits  from  s; 

inspecting  e.stahli.shments  to  as.sessine  a  - 
country’s  food  regulatorv  system.  This 
cluinge  was  announced  in  the  Federal 
Register  on  December  17,  1999  (04  FR  p| 


70090:  December  17,  1999).  Under  this 
ajijiroach  the  .scojie  of  on-.site  audits 
wa.s  liroadened  to  int:hide  countrv  laws 
and  documents  related  to  jirogram 
('  nnjilementation;  records  of 

ostahlishmenl  ojierations.  in.sjiection 
results,  and  enforcemenl  activities; 
chemical  residue  controls  from  f;irm  to 
,1  slaughter;  microbiological  and  chemical 
testing  jirograms;  lahoratorv  sujijiort 
samjiling  jirograms.  and  samjiling  ami 
te.stnig  methodologies;  and  other  U  S 
nnjiort  requirements  such  as  jiathogen 
leduction  and  HACCP  jirograms. 

Statutory  reejuirements  for 
e(|nivalence  are  set  forth  in  9  CFR  327  2 
for  meat  jiroducts.  9  CFR  381.190  for 
poultry  Jiroducts.  and  9  CFR  .590.910  for 
egg  jn-oducts.  FSIS  has  categorized  these 
lequirements  into  six  “equivalence 
comjionents.”  Sjiecifically,  FSIS 
evaluates  a  country’s  national 
government  to  en.sure  that  it  is  imjiosing 
equivalent  reejuirements  with  resjiect  to: 
(1)  Covernment  oversight.  (2)  statutory 
.mthority  and  food  safety  regulation.s,  (3) 
SHiiitation,  (4)  hazard  analy.sis  and 
critical  control  jioints  (HACCP),  (.5) 
chemical  residues,  anel  (0) 
niicrohiologicid  testing  jirograms.  This 
comjirehensive  jirocess  is  de.scrilied 
fully  on  the  FSIS  Web  site  at  http-// 

'^'^^''^’■l!^t^-usda^^oy/pdf/e(iprocess.pdh 

Any  country  can  ajijilv  for  eligibility 

u!  limU  s" 'iT"'  'I"''"--'' 

to  the  U.S.  I3a.sed  on  its  review  of  the 
intormation  and  documentation  that  the 
eonntry  suhniits.  FSIS  decides  whether' 
the  foreign  country’s  food  regulatorv 
.system  meets  all  U.S.  imjiort 
reijuirements  in  the  same  or  an 
equivalent  manner  and  cumulativelv 
(irovides  the  same  level  of  jiuhlic  health 
protection  a.s  that  attained  doinesticallv. 

It  .so,  hSIS  jilans  an  on-.site  audit  of  the 
entire  foreign  meat,  jioultrv.  or  egg 
jiroducts  regulatory  system.  When  both 
the  document  analysis  and  on-.site  audit 
leview  show  that  the  c:ountrv  meets  U  S 
reijiiirements.  FSIS  jiulilishes  a 
projiosed  rule  in  tlie  Federal  Register 
fliat  announces  the  results  of  the  first 
two  stejis  and  jirojio.ses  to  add  the 
i:ountrv  to  its  list  of  eligible  exjiorting 
countries  in  the  regulations.  After 
analysis  ol  jmhlic  comments,  FSIS 
makes  a  final  decision  about  whether 
I  le  country’s  system  is  equivalent  ha.sed 
ujion  all  available  information  and 
publishes  a  final  rule  in  the  Federal 
Register  announcing  its  determination 
on  country  eligibility. 

Once  a  foreign  country’s  insjiection 
.system  is  deemed  equivalent,'  P’SIS 


'  I'MS  lions  list  4(i  countrios  as  olini|,l(. 
inonl.  ninocountrios  as  olif.il,lo  to  ox  lo.V 

jiou  Irv  and  two  counlrios  as  olinibl,.  . . 

pioducls  lo  Iho  Unilod  .Status  (.soo  <1  CFR  a27.2(l,r 


(.oiitiniKJs  to  ovaliiato  tho  country’s 
insj)(!(:tiou  system  to  ciisun!  ocjiiivaloncc 
is  inaintaiiu!fl.  FSIS  ])(!rf()rins  this 
activity  through  a  throe-part  proc(!ss. 
involving;  (1)  Document  r(!vie\vs,  (2)  on¬ 
site  system!  aiulils,  and  (3)  POF 
r(!insj)ections. 

In  2008,  I’SIS  held  a  |)nhlic  meejting 
with  the  National  Advisory  C^ommittee 
on  Meat  and  Poultry  Inspection 
(NACIMPI)  to  review  and  discuss 
international  (upnvalence  and  the 
ap])roach  to  verifying  tin;  eeinivalence  of 
foreign  food  regniatory  .systems  as  the 
ineans  of  ensuring  the  safety  of 
imported  food  products  (78  FR  48100- 
August  18,  2008).  FSIS  recpiested 
NACMPFs  guidance  on:  (1)  Whether 
elements  of  the  “triad  of  protection” 

{/.e.,  document  reviews,  on-site  audits, 
and  POE  reinsijections)  should  h(! 
chang(!d:  (2)  Whether  regulatory 
information  and  compliance  history 
from  foreign  countries  .should  affect 
audits  and  re-in.sj)ection.s;  and  (8) 
Whether  the  scope  and  Inujiiency  of  on¬ 
site?  audits  and  POE  r(?-inspection.s 
should  he  adjusted  based  on  the? 
capability  of  a  country  to  share  useful 
r(?gulatory  informatioii  and  compliance 
history. 

After  r(?viewing  all  comments  and 
materials  pre.sented  at  the  meeting, 
NAOMPI  recommend(?d  that  FSIS 
maintain  its  thre(?-j)art  a])|)roach  to 
(.(juivtdence  hut  direct  Ag(?ncy  resource.s 
according  to  the  relative  risks  and 
historical  compliance  pre.senteel  by  each 
foreign  food  regulatory  sy.stem.  NAcMPI 
.stat(?d  that  considering  the  foreign  food 
H?gulatory  system’s  past  performance? 
ja-ovieles  a  more  e)l)je?e:tive  anel  efficient 
me?the)el  eif  <ille)e:citing  FSIS  re?,se)ure:e.s  te? 
adelre?.s.s  fooel  safety  risks  and  ]!uhlic 
he?alth  e,e)ne:e?rn.s  than  e:e)nelue:ting  annual 
em-site  audits.  NACMPI  also 
re?e;e)mme?nele?d  that  FSIS  stanelarelize?  its 
methoels  fe)r  the  e:e)llee:tie)n  e)f 
informatie)!!  from  foreign  ge)vernme?nt.s, 
e.ollahorate?  with  the  Coelex  Alimenfarius 
Cemimi.ssie)!!  ((X)DEX)  e;e)ne:e?rning  the? 
Ce)ele?x  Ce)mmitte?e  e)n  Fooel  Imj)e)rt  anel 
Expe)rt  Insj)ee;tie)n  anel  (]ertifie:;!tie)n 
Systeems  new  we)rk  e)n  guielane;e?  fe)r  e)ji- 
site?  auelits,^  anel  incorpejrate?  spe?e;ific 

•IHl.UHid)).  and  .'iilO.iUOd,)).  Hou-nvnr.  soino  ol  tluis.; 
e:()unln(;,s  hav(!  oulsiandins  issinis  dial  will  loquir,. 
additional  dociiinonl  siiliiiiissioii  and  rnviow.  as 
wall  as  on-silo  oqnivalonco  vorificalion  prior  lo 
rosnininfi  oxporls.  In  21)12,  onlv  2<)  connirios 
aclivoly  oxporlod  nioal,  ponlirv.  and  o{^  prodiicis 
lollio  Unilod  .Slalos.  F.Sl.S  mainlainsa  list  of  oligililo 
connirios.  along  willi  llioir  stains  and  wtiollior  lliov 
aro  a)iprovod  to  oxjiorl  moat,  poiilirv.  and  o<>» 
prodncls  to  llio  Unilod  .Slalos:  /i//p;//n  inr./:^.n.sY/« 
;-ioy/i)(ll/(:aunlni;sJ’rotliiclsj:lioihla  f„r 
Export. ixlf. 

^  Ciiiidaliitas  for  tho  /!osign.  Oponilioii. 

Assossment  and  Acc.raditation  of  Food  Import  and 
Export  Inspection  and  Certification  (CAC/UL  2()- 


elements  into  its  ongoing  ve?rifie:ation 
aeitivities.  The?.se?  spe?e:ific  elements 
ine:luele?el  the?  ii.se  of  the?  thre?e?-tie?re?el 
appre)ae:h  haseel  e)n  ri.sk.  With  re?spe?e;t  to 
auelits,  NA(]MPI  re?e:ommenele?el  the? 
stanelarelize?el  a])plie:ation  of  em-site?  auelit 
e.iiti?iiti  anel  an  hi.steirieieil  e?valuatie)n  eif 
fhe  traeling  e;e)untry’s  em-site  auelit 
e)ute:e)me?.s.  As  for  eloe.ument  re?view.s.  it 
re?e:e)nune?nele?el  an  :i.s.se?.ssm(?nt  e)f  the? 
e?xj)e)rting  e;e)untry’.s  e)n-ge)ing  ability  anel 
willingne?.ss  te?  share?  elata.  as  we?ll  as  the? 
epiality  e)f  elata  .share?el.  Finally,  with 
re?sj)e?e:t  te)  POE  re?-in.spe?e;tie)n.s,  NACMPI 
re?e:e)mme?neleel  the?  targeting  of  high-risk 
])re)eluct  anel  high-risk  impe)rts  feer 
samjjling  anel  other  ve?rifie;atie)n 
ae:tivities  during  re?insj)e?ctie)n.  NAC^MPI 
alse)  re?e;ommenele?el  that  FSIS  maintain 
o])en  e;ommunie:ation  with  all  involveel 
in  the  impeirt  i)roce?.s.s. 

New  Approach 

In  2009,  in  re?s])e)n,se  to  NAC:MPI’s 
re?e:e)mme?nelatie)n.s.  FSIS  moelifi(?d  its 
thre?e-part  metheiel  for  verifving  the? 
e?ejuivale?ne;e  e)f  foreign  fooel  re?gulate)ry 
systeems  by  eleve?loping  a  i)e?rformane:e?- 
ha.seel  aj)])re)ae:h  fe)r  eletermining  the 
se.'ope?  anel  fre?ejue?ne:y  of  its  e)n-site? 
systems  auelits  anel  POE  re?inspe?e:tie)ns. 
Thus,  FSIS  transit ie)U(?el  fre)m  an  annual 
eni-site  iiuelit  te)  le?.s.s  fre?e|ue?ul  e)n-.site? 
auelits  l)a.se?el  e)n  i)e?rfe)rmaue:e.  FSIS 
m;ike?.s  infe)rmatie)n  aheeut  all  een-site 
auelits  available  to  the?  puhlie;  e)u  its  We?l) 
site. 

It  te)ok  FSIS  seeine?  time?  to  we)rk 
thre)ugh  the?  me?e:hanie:.s  e)f  this  tran.sitie)n. 
Fully  training  its  auelite)f-.s  anel  e)the?r 
ii.sj)e?e;t.s  e)f  the?  transitie)n  e)e:e;urre?el  e)ve?r  a 
pe?rie)el  e)f  ye?ar.s  rather  than  e)n  a  flxe?el 
elate?.  Pre?j)aration  of  this  ne)tie:e?  te) 
announeie  this  transitie)n  alse)  te)e)k 
le)nger  than  e:e)ntem])late?el.  Ne)w  that  the 
transition  is  fully  in  plae.e,  FSIS  is 
anne)une;ing  it  to  the  public. 

Document  Reviews 

As  i)art  e)f  the  transition.  FSIS 
ele?ve?le)pe?el  the?  Se?lf-Repe)rting  Tool 
(SRT),  whie:h  .strue:ture?s  the?  e:rite?ria  u.seel 
to  as.se?ss  e?ae;h  e:e)mpe)nent  of  initial  and 
e)n-ge)ing  e?eiuivale?ne;e?  thre)ugh  a  .serie?.s  e)f 
e|ue?.stie)ns.  FSIS  u,se?.s  the?  SRT  to  e;e)lle?e:t 
infe)imatie)n  fe)r  the?  Age?ne;y’s  ele)e:nme?nt 
review  e)f  a  fe)re?ign  e:e)untry’.s  fbeeel  safety 
syste?!!!.  FSIS  e;e)nelue:f.s  the?.se?  ele)e;ume?nt 
re?vie?ws  at  le?ast  annually.  Ale)ng  with 
re?.spe)nse?.s  te)  the  epuestions  iu  the  SRT, 
hSIS  asks  e?xpe)rling  e:e)unlrie?.s  te)  suhmit 
their  ins])e?e:tie)u  system  laws, 
re?gulatie)u.s,  anel  ])e)lie:v  is,suane;e?.s  te) 
suj)port  their  an.swe?r.s'.  I- SIS  asks 
e:e)untrie?s  te)  u])elate?  this  infe)rmatie)n  as 
e:hange?.s  in  IJ.S.  elome?stie:  polie:y  warrant 
the  neeel  for  aelelitie)nal  informatie)!!  from 
fe)reign  governments  to  ele?n!e)n.strate  that 
ai!  eepiivalent  in.spe?ctie)n  .system  is  being 


i!!aint:nneel.  e)r  as  e;hange?.s  are?  maele?  in 
the?  foreign  ceeuntry’s  system.  Also 
thre)ugh  the?  SRT,  RSIS  re?e]ue?.st.s  that 
fe)re?igi!  ge)ve?rnn!e?nt.s  re?pe)rt  what  actie)ns 
lhe?y  take  when  ne)n-e;e)n!j)liai!t  pre)eluct.s 
<!re?  .shi])pe?el.  I  he?  SR  T  ciffe)rel.s  e;e)untrie?.s 
the?  e)ppe)rtunity  to  aelvise  FSIS  of  any 
ne?w  e:e)ntre)ls  the?y  have?  in!j)le?i!!e?nte?el 
si]!e;e?  the?ir  last  .sul)i!!i.s.sion  (e.g.. 
n!ie:re)hicil  hi!se?line?  .stuelie?s,  e)nge)ii!g  risk 
as.se?.ss]!!e?nt.s.  ii!ternal  auelit  i)re)gran!.s)  te? 
elemon.strate  the  e?ffe?e;tive?i!e.s.s  e)f  the?ir 
fe)e)el  safety  regulate)rv  sv.stems. 

The  SRT  repre.senfs  a  sigi!ificant 
iu!pre)veu!e?i!t  e)ve?r  the  e:e)lle?e;tie)n 
ii!e?e;hanism.s  useel  hv  FSIS  in  the  j)a.st. 
FSIS  previouslv  u.se?el  the?  Self- 
A.sse.ssn!e?nt  Te)e)l  (SAT).  whie:h  was 
lin!ite?el  to  initial  e?cjuivalene:e?  reejue?.st.s 
anel  i!e)t  upelateel  on  a  regular  basis. 
Unlike?  the?  SAT,  the  SRT  colleeits 
infe)rn!atie)n  for  both  the?  initial  anel 
e)i!going  e?e|uivale?ne;e?  ve?rifie;ation 
pre)e;e?.s.se?.s.  Doing  se)  n!ake?.s  it  e?a.sier  for 
e:e)untrie?s  to  upelate?  their  information.  In 
aelelition,  it  alle)w.s  PSIS  te)  stanelarelize? 
its  ce)lle?e;tie)n  of  information.  This 
stanelarelizatie)!!  improves  the  epialitv  e)f 
infeermatie)!!  that  FSIS  re?e:e?ive?s  anel,' 
thus,  improxms  FSIS’s  ability  te)  evaluate 
a  e:e)untry’.s  perfe)rn!aue:e?. 

The?  SRT  i)e?rn!ils  FSIS  te)  ielentify  ke?y 
eleKiuments  e)n  whie:h  te)  evaluate?  .system 
effe?e:tive?ne?.s.s  anel  te?  asse.ss  ciny  in!])ae:t.s 
that  an  aehninistrative  or  le?gi.slative 
e:hai!ge?  has  h;iel  e)n  a  fe)re?ign  re?gulate)rv 
syste?!!!.  It  alse)  e?!!ahle.s  P’SIS  te)  !!!e)!!ite)r 
e;e)rre?e:tive?  actie)!i.s  that  e;e)U!!trie?.s  take  i!! 
re.spe)!!se?  te)  .shij)j)i!!g  !!e)!!-e:e)!!!pli;!!!t 
pre)elue;t  te)  the?  IJ.S.  The?  e:urre?!!t  <!!!el 
ele?taileel  i!ife)r!!!atie)!!  that  the?  SRT 
pre)viele?s  alle)w.s  FSIS  to  e:e)!!elue:t  !!ie)re? 
e.e)!npre?he?!!si\'e  as.se?ss!!!e?!!t.s  e)f  le)re?ig!! 
e:e)U!!trit?.s’  food  safetv  re?gulate)ry  systems 
while  re!!!ai!!i!!g  at  I'JSDA  IIe?aeieiuarter.s 
i!!  Washi!!gte)!!,  DC.  These 
e:e)!!!prehe!!.sive  as.se?.s.s!!!(?!!t.s  allow  FSIS 
te)  u.se  its  re?se)ure;e?s  !!!e)re  effe?e:tively  anel 
e?ffie:ie!!tly,  he)th  o!!  a!!el  offsite,  wliile 
.still  e!!S!!ri!!g  the?  safetv  e)f  i!!!porteef 
proeiueits. 

On-Site  Sy.stems  Audits 

U!!eler  this  new  apj)re)ae:h,  FSfS 
e:e)!!elue;t.s  e)!!-site?  auelits  e)f  e;e)U!itrie?.s 
e?ligihle?  to  e?xi)e)rf  pre)elue;t  to  the?  IJ.S.  at 
le?a.st  e)!!e:e?  e?ve?ry  three?  ye?ar.s.  The  !!e?w 
appre)iie:h  ])re)viele?.s  fe)r'at  le?a.st  the  .sa!!!e 
*?yA*,"*  pre)te?e:tie)!!  as 

FSlS’s  ])re?vie)us  aj)pre)ae:h  with  aeenual 
e)!!-.site?  auelits.  During  an  e)!!-site?  systeeens 
auelit.  an  FSIS  auelite)r  (e)r  an  auelit  teia!!!, 
whe!!  !!e?e;e?.ssary)  ve?rifie?.s  that  the? 
natieenal  ge)ve?r!!!!!e!!t  is  aele?eji!ate?ly 
ii!il)le?!!!e?!ili!ig  the  ce)U!!try’s  fe)e)el  .safety 
laws  anel  re?gulatie)!!.s.  a!!ei  that  through 
its  e)ve?r.sight  e)f  its  i!!.spee:tie)!!  per.se)!!!!el, 
the  ge)ve?r!!!!!e!!t  is  ve?rifvi!!g  that 
eestablishenents’  j)re)e:e.s.s  eiontrols  (e.g.. 
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laboratory  t(?stin^  programs,  sanitation 
standard  oporatiiif*  j)ro(:(;dnros.  and 
HACCP)  aro  (d'fbctivo.  WIkmi  thn  FSIS 
auditor  d(!t(!rinin(;s  fliat  controls  an*  not 
being  iinpbancntod  as  dosignod.  and 
tbero  is  significant  (piestion  as  to 
wbntlKM-  the  jirodncts  iirodncnd  are  sale, 
iinadnlterated.  and  properly  labeled  and 
pac.kaged.  be  or  sbe  takes  apiiropriate 
action. 

Ibe  lre(|nency  and  scope  of  on-site 
audits  are  baseil  on  the  results  of  F.Sf.S’s 
country  performance  asse.ssnient.  The 
|)erforinance  as.sessinent  focuses  on  each 
eligible  country's  overall  foocf  safety 
performance  relative  to  the  performance 
of  other  eligible  countries.  The  first  step 
in  the  a.s,se.ssment  is  a  statistical  analysis 
of  compliance  data  from  POF 
reinsjiections  and  previous  on-site 
audits  of  the  country's  government 
offices,  establishments,  and  laboratories. 
Iiecaii.se  a  single,  composite  measure 
cannot  completely  characterize  a 
country's  performance.  FSfS 
incorporates  a  number  of  supplemental, 
(fualitative  factors  into  its  assessment. 

The  supplemental  factors  are  derived 
noiii  lh(!  (.odox  Aliiiujiitariiis 
Commissions'  (hii(Miiws  on  thr 
lud}’nwnt  of  lujuivalonco  ofSanilarv 
Moasuros  associated  with  Food 
Inspection  and  Cerlilication  systems 
(CA(:/C;L  5:t-2()():i),  and  the  princiiiles 
outlined  in  the  joint  Food  and 
Agricnltnral  Office  of  the  United 
Nations  (FAO)  and  World  Health 
Organization  (WHO)  publication 
Assnrin<>  Food  Safety  and  Quality: 
Ciaidelines  for  Strenotiwning  Maiional 
l-ood  Control  Systems.^  These  factors 
include:  The  results  of  audits, 
inspections,  and  field  e.xaminations 
conducted  by  F’SIS  and  third  countries; 
the  u.se  of  risk  analysis  principles:  the 
imiiact  of  organizational,  structural,  or 
adniinistrative  change  in  an  exporting 
country's  competent  authority:  the 
availability  of  contingency  plans  in  the 
country  for  containing  and  mitigatin« 
the  effects  of  food  .safety  eniergenc;ies; 
the  competent  authority's  \villingne.s.s 
and  ability  to  take  aijjiropriate  actions  to 
manage  food  safety  incidents;  and  the 
effectiveness  of  foodhorne  di.sease 
surveillance  .sy.stems.  For  each 
snpplementarf actor.  FSfS  assigns  a 
level  of  advancement  (LOA)  to  measure 
tile  foreign  food  regnlafory  system's  1 
ability  fo  demonstrate  compiiance  with  ] 
that  snjiplemental  factor.  F.SfS  a.ssigns  ( 


t ,  Vy  l-ood  ^^nh-tv  unit 

Q'xilily:  (■iiKchncs  for  Sin-nut  honin'^  Xnlional 
l■(>ocl  C-onlrol  Systims.  l-ood  and  Nulrilion  I'iipcr 
No.  7(i  Food  aiul  Aorioulluro  OiT-.-niization  of  Iho 
Umlod  Nations.  Romo.  Ilalv  (availal.lo  at:  hit,,  // 

'':-^y^ywlu)Ant/lnodsofotv/pnl,liralions/ 
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countries  l,f)A  levels  1, 2.  or  .'f,  with  f 
h(!ing  the  highest  level. 

for  example,  one  siijiplementcil  factor 
that  F.SfS  evaluates  is  whether  the 
Agem.y  has  knowledge  tluit  an  (txiiorting 
countiy  applitis  risk  iiiiiilysis  principles 
in  its  food  safety  system.  A  country  tliiil 
I  could  not  demonstrate  that  its  risk 
maniigenient  decisions  are  generally 
su])])orl(!d  by  ti  scientific  risk 
a.sse.ssnient  would  r(!ceiv(!  a  level  om* 
hOA.  A  country  that  could  deinon.strate 
thiit  its  risk  niiinagement  decisions  are 
j  gimerally  supported  hv  scientific 

imnciples  and  evidence,  including  ri.sk 
,  a.s.se.ssinents.  would  receive  a  level  two 
hOA.  A  country  that  could  deinon.strate 
,  that  It  consi.stently  bases  its  risk 
management  decisions  on  risk 
a.s.se.ssinents  would  receive  a  level  three 
LOA. 

F.SI.S  ii.ses  the  .stati.stical  analysis 
results  and  the  LOA  assignments  to 
characterize  a  country's  recent  food 
safety  performance  as  well-])erforming. 
average-performing,  or  adecinately- 
])erforming  (i.e.,  the  country  is  eligible 
to  exjiort  meat,  poultry,  and  egg 
products  to  the  U..S..  hut  its  performance 
lias  not  reached  the  same  level  of 
confidence  as  that  of  its  peers). 

In  general,  countries  that  are 
jierforniing  well  receive  le.ss  freejuent. 
more  narrowly  defined  on-site  audits, 
while  “adeciuately-perforniing” 
countries  receive  more  fre(|uent  and 
more  comprehensive  audits.  F.SI.S 
•selects  the  specific  facilities  to  he 
audite.d  (/.e.,  government  offices, 
estahlishments,  and  laboratories)  by 
evaluating  the  volume  of  jirodiicts  that 
are  produced,  the  relative  hazards 
a.ssociated  with  those  jiroducts.  the 
government's  compliance  history,  and 
previous  POE  reinspection  results. 

When  selecting  establishments  to  visit 
during  an  on-site  .systems  audit,  F.SI.S 
directs  its  resources  to  estahli.shments 
with  larger  production  volumes,  that 
liroduce  jiroduct  a.ssociated  with  a 
highei  level  of  risk,"*  that  jiroduce 
liroduct  identified  during  previous  on-  ; 
•site  audits  as  being  non-compliant.  or  j 
that  produce  jiroduct  for  which  there  | 
were  jiositive  microbiological  or  residue  i 
1  (JL  reinsjiection  results. 

As  noted  above.  FSfS  schedules  on-  { 
site  .systems  audits  at  a  niinimum  \ 

fre{|uency  of  once  every  three  years. 

Under  this  apjiroach,  adequately  ( 

jierforniing  countries  receive  audits 
every  year,  average-|}erforniing  , 

countries  receive  audits  every  two  years  \ 
and  countries  that  are  ]ierforniing  well  (. 


receive  audits  every  three  years.  This 
frequency  is  based  on  NAUMPI’s 
recoinmendation  that  F.SI.S  adojit  a  risk- 
informed  ajijiroach.  It  is  also  ha.sed  on 
hSIS’s  determination,  in  light  of  the 
audits  that  it  has  conducted  over  the 
years,  that  annual  visits  are  not 
nece.ssary  to  countries  who.se  systems 
are  jierforniing  in  an  average  way  or 
well.  Visits  evary  two  or  three  years  to 
these  countries,  given  the  other 
information  that  is  available  to  FSIS, 
jirovide  the  nece.ssary  assurance  that 
Jiroducts  of  these  foreign  systems 
generally  will  he  .safe,  unadulterated 
mid  jirojierly  labeled  and  jiackaged.  ’ 
I'SIS  welcomes  comment  on  this 
judgment. 

hi  addition  to  the  jieriodic  audits. 

FSIS  conducts  more  targeted  “for  cause” 
aiufits.  The  Agency  conducts  the.se 
audits  in  resjionse  to  rejietitive  1T)E 
findings  of  jmlilic  health  significance  or 
other  conditions  rejiresenting  a  lack  of 
jirocess  control  within  a  country's  food 
.safety  system. 


■*  F<ir  (!xani|)l(!.  raw  ground  huul  i.s  c:onsid(!n!d  to 
)o  a  •riskiur”  product  Ilian  raw  intact  huul  hocauso 
hucontaniinatod  inual  surlaco  i.s  hrokun  into  .small 
Iragniunts  and  spread  throughout  the  ground 


POE  Reinspections 

h.SIS  s  I^OL  activities  monitor  the 
effectiveness  of  exjiorting  countries’ 
insjiection  systems  and  overall  food 
•siifety  jirograms.  All  shijiments  of  meat, 
poultry,  and  egg  jiroducts  that  enter  the’ 
U.S.  must  he  jire.sented  to  an  F.SI.S 
iiisjiector  either  at  one  of  the 
ajijiroximately  i;f()  official  F.SI.S  imjiort 
facilities  located  at  niiijor  ocean  jiorts 
and  liiiid  border  cro.ssings,  or  at  an 
alternative  location  designated  hv  the 
Agency  (see  9  CFR  :f27.(i,  ifHl.iqi)  and 
.'■i9().92.'-i).  F.SI.S  reinsjiects  every  ’ 
shijinient  for  eligibility  through 
certification  by  the  national 
government,  accejitahle  condition  of  the 
Jiroduct,  and  labeling  comjiliance.  In 
addition,  F.SI.S  jierforms  more  detailed, 
random  reinsjiections  that  include 
Jihysical  examination  of  jiroduct  and  of 
hermetically  sealed  containers,  as  well 
as  microbiological  and  chemical  testing 
If  Jiroducts  meet  FSIS’s  standards,  they 
are  marked  as  “Insjiected  and  Pas.sed” 
and  released  into  U.,S.  coinmerc(' 
However,  if  F.SI.S  identifies  non- 
comjiliant  jiroducts,  it  notifies  both  the 
government  of  the  country  that  exjiorted 
the  Jiroducts  and  the  imjiorter,  marks 
the  Jiroducts  as  “Refused  Entry,”  and 
jirohihits  the  jiroducts  from  entering 
U..S.  commerce. 

In  order  to  focus  its  resources  on  the 
Jiroducts  that  may  jio.se  the  greate.st 
threat  to  jiuhlic  health.  F.SI.S  u.ses  the 
country  jierformam;e  a.sse.ssment 
iloscrihed  above,  and  other  factors  such 
as  Jiroduct  tyjie  and  sjiecies,  to 
(letermine  the  scojie  and  frequency  of 
the  randomly  a.ssigned  POE  activities 
such  as  jiathogen  testing,  food  chemistry 
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.sampling,  and  species  verification.  In 
addition,  on  May  2t),  2012,  F.SKS 
lannch(!(l  a  coini)relien.sive,  \Vel)-l)ase(l 
(lata  analytics  system  called  the  Fnhlic 
Ihnilth  Information  System  (FUhS)  as 
jiart  of  its  efforts  to  collect,  con.solidate, 
and  analyze  data.  FHhS  hnilds  upon  the 
previous  Automated  Import  In.s|)(u:tion 
System  (AllS)  nsiul  by  FShS  since  1070 
through  the  increased  int()gration  of 
I'SIS’s  existing  data  .stixiams.  FllhS  also 
enahhxs  FSKS  to  collect  information  from 
(ixternal  sources  through  an  ehictronic 
interface  with  (instoms  and  Borchn' 
Frotection’s  Automated  Ciommercial 
Inivironment  (AfiF),  including  foreign 
govermmmt  electronic  certification 
.systems.  These  enhancements  further 
snp|K)rt  a  performanct;-hase(l  approach 
to  FOE  rein.sj)(;ction. 

As  with  Alls.  Fills  automatically 
.schedules  a  more  intensive  reinspection 
[i.a.,  increased  follow-u])  .sampling)  of 
shipments  from  foreign  establishments 
that  })roduce  products  failing 
reinspection  at  FOE,  or  products 
id(!ntified  as  the  sole  raw  material 
source  for  ground  beef  that  has  tested 
|)ositive  for  pathogenic  STEC  in  the  11. S. 
Fills  j)rovides  the  ability  to 
automatically  adjust  fretpiencies  for 
|)athogen  testing,  food  chemi.stry 
sampling,  and  species  verification  based 
on  a  particular  countries  ])erformance 
classification. 

If  non-compliant  im])orted  shipimmts 
are  detected.  FSIS  works  with  the 
government  of  the  country  that  (ixported 
the  j)roduct  to  ensure  that  a])pro])riate 
corrective  actions  are  effected.  As 
indicated  jjixwiously,  the  foreign 
government  reports  through  the  SRT 
what  actions  it  will  take  when  non- 
compliant  jjrodncts  are  shipi)ed.  That 
information  serves  as  the  basis  for 
FSlS's  follow-up  verification  activities. 

If  a  country  mak(i.s  any  modifications 
to  its  inspection  system,  FSIS  recjuin?.s 
that  the  countrv  update  its  resj^onses  to 
FSlS’s  SRT  ac(X)rdinglv  (see  t)  C.VR 
.327.2(a)(2)(iii),  381.1tm(aK2Kiii),  and 
.590.91  ()(a)).  Changes  to  the  .SR'F  may 
affect  the  results  of  a  country’s 
j)erformance  assessment,  which  then 
may  affect  tin;  scope  and  freejuency  of 
suhscuiuent  etjuivalence  verification 
activiti(;.s.  Thus,  FSIS’s  ])erformance- 
has(;d  approach  im])rov(;.s  the  linkage 
between  FOE  reinspections  and  on-site 
audits. 

Furthermore,  if  rejniated  failures  from 
a  j)articular  establishment  indicate  a 
loss  of  process  control,  and  FSIS  finds 
that  the  foreign  country’s  corrective 
actions  are  not  effective,  FSIS  will  take 
action  to  suspend  the  eligibility  of  the 
(istahlishment  and  may  conclude  that  a 
“for  cause’’  on-site  audit  is  nece.ssary. 
When  multiple  establishments  in  a 


country  rep(;atedly  fail  FOE 
rein.sp(!ctions,  FSIS  will  consider 
elevating  its  action  to  a  system  level  that 
could  aff(!ct  the  eligibility  of  the  foreign 
inspection  system. 

Additional  Public  Notiilcalion 

F.SIS  will  announce  this  notice  on¬ 
line  through  the  FSIS  VV(;h  i)age  locatcxl 
at  http://\v\v\v.fsisAisd(i.f^ov/wgul(itions_ 

indax.dsn. 

FSIS  also  will  mak(i  copies  of  this 
Federal  Register  i)uhlication  available 
through  the  FSIS  Oonstituent  Update, 
which  is  u.sed  to  jjrovide  information 
ixigarding  FSIS  ])olicie.s.  procedures, 
ixjgulations,  Federal  Register  notices. 
FSIS  public  m(!eting.s,  and  other  typ(;.s  of 
information  that  could  affect  or  would 
he  of  interest  to  constituents  and 
stakrdiolders.  The  Update  is 
connnunicat(!d  via  Listserv,  a  free 
electronic  mail  suh.scription  service  for 
industry,  trade  groups,  consumer 
interest  groups,  health  jirofessionals  and 
other  individuals  who  have  asked  to  he 
included.  ’I'he  Ui)dale  is  available  on  the 
FSIS  Web  pag(!.  Through  the  Li.sts(;rv 
and  the  W(!h  page,  FSIS  is  able  to 
provide  information  to  a  much  broader 
and  more  diverse  audience. 

In  addition,  FSIS  offers  an  email 
snhscription  service  which  j)rovides 
antomatic  and  cn.stomizcid  access  to 
seh;ct(!d  food  safety  news  and 
information.  This  scn  vice  is  available  at 
hHp://\v\\\v.fsis.usd(i.}>()v/ 
Nd\vslr_Hvdnts/HiuaiI_Sul)S(:rii)ti()n/. 
()])tion.s  range  from  recalls  to  export 
information  to  regnlations.  directives 
and  notices.  (Customers  can  add  or 
dekite  subscriptions  themselves,  and 
have  the  o])tion  to  jias.sword  protect 
their  accounts. 

IJSDA  Nondiscrimination  Slalemenl 

The  U.S.  Department  of  Agricidtnre 
(USUA)  jirohihits  discrimination  in  all 
its  ])rogram.s  and  activities  on  the  basis 
of  race,  color,  national  origin,  g(;nder, 
religion,  age,  disability,  political  beliefs, 
sexual  orientation,  and  marital  or  family 
status.  (Not  all  prohibited  has(;.s  apply  to 
all  programs.) 

Fer.sons  with  di.sahilities  who  nKpiire 
alt(irnative  nnians  for  communication  of 
])rogram  information  (Braille,  large 
l)rint,  andiota|)e,  etc.)  should  contact 
U.SDA’s  Target  Center  at  2()2-72()-2(l()() 
(voice  and  TTY). 

To  file  a  written  comj)laint  of 
discrimination,  write  USDA,  Office  of 
the  Assistant  Secretary  for  Civil  Rights. 
1400  Inde])endence  Avenue  SW., 
Washington,  DC  20250-9410  or  call 
202-720-5904  (voice  and  TTY).  USDA 
is  an  e(]ual  opportunity  j)rovider  and 
employer. 


IDoiU!  ill  Washington.  1D(].  on  )annary  18. 
2018. 

Alfred  V.  Almanza, 

Administnitor. 

II'K  Hoc.  20i:i-(n.')ll  Kihul  1-24-18;  am| 
BILLING  CODE  3410-DM-P 


COMMISSION  ON  CIVIL  RIGHTS 

Agenda  and  Notice  of  Public  Meetings 
of  the  Massachusetts  Advisory 
Committee 

Notice  is  hereby  given,  pursuant  to 
the  jirovisions  of  the  rides  and 
regulations  of  the  U.S.  Commi.ssion  on 
Civil  Rights  (Commission),  and  the 
Federal  Advisory  (Committee  Act 
(FACA),  that  a  planning  meeting  of  the 
Ma.ssachnsetts  Advisory  Committee  to 
the  Cxnnmission  will  convene  at  12:00 
]).m.  (ET)  on  Tue.sdav,  Fehruarv  12, 

2013,  at  the  McCarter  and  English  Law 
Office,  205  Franklin  Street.  Boston.  MA 
02110.  The  inirpose  of  the  meetings  are 
orientation  and  jiroject  jilanning. 

Members  of  the  public  are  entitled  to 
submit  written  comments.  The 
comments  must  he  received  in  the 
regional  office  by  'rnesday,  March  12. 
2013.  (Comments  mav  he  mailed  to  the 
Eastern  Regional  Office.  U.S. 
(ximmission  on  Civil  Rights,  1331 
Fennsylvania  Avenue,  Suite  1150, 
Washington,  DC  20425.  faxed  to  (202) 
370-7548,  or  emailed  to  dro@iisc(:r.g()V. 
Fersons  who  desire  additional 
information  may  contact  the  Eastern 
Regional  Office  at  202-370-7533. 

Fersons  needing  acce.ssihility  services 
should  contact  the  Ea.stern  Regional 
Office  at  least  10  working  days  before 
the  scheduled  dale  of  the  meeting. 

Records  generated  from  this  meeting 
may  he  inspected  and  reproduced  at  the 
Ea.stern  Regional  Office,  as  they  become 
available,  both  before  and  after  the 
meeting.  Fersons  interested  in  the  work 
of  this  advisory  committee  are  advised 
to  go  to  the  Commission’s  Web  site, 
u’lnv.u.srxv.goi',  or  to  contact  the  Ea.stern 
Regional  Office  at  the  above  jihone 
numher,  email  or  street  address. 

The  meetings  will  he  conducted 
pursuant  to  the  provisions  of  the  rules 
and  regulations  of  the  (Commission  and 
FACA. 

Dated  in  Washington.  DC.  on  )annarv  22. 
2018. 

David  Miissall, 

Aclini’  Chit;).  licgioiuil  Pm^nims 
(Joordinalion  Unit. 

II'K  Doc.  2()i:i-()l.">:i<l  I'iliid  1-24-1  :i:  H:4.''>  :im| 
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DEPARTMENT  OF  COMMERCE 

Submission  for  0MB  Review; 

Comment  Request 

The  De|)artimait  ol  (’.ommorco  will 
submit  to  th(5  Office  of  Management  and 
Hiulget  (OMB)  for  clearance  the 
following  proposal  for  collection  of 
information  nndtir  the  provisions  of  the 
Fa])(?rwork  Kculuction  Act  (44 
chaj)ter  35). 

Agenca';  II.S.  (iensns  Bureau. 

T///e:  Report  of  Building  or  Zoning 
Permits  Issued  for  New  Privately- 
Owmul  Housing  Units. 

Form  \’iiml)or(s):  (^-404. 

OMB  Control  S'umhor:  0(i()7-0094. 

Tvpo  of  Boqnost:  Extension  of  a 
currently  approved  collection. 

Burdon  Horn's:  17.5‘)4. 

\himhor  o!  Bospondents:  19.425. 
Avorago  Horn's  por  Bosponso:  9 
minut(!s. 

Noods  and  f  ^se.s;  The  Census  Bureau 
is  recjimsting  a  thr(;c;-vear  extension  of  a 
currently  aj)j)rov(!d  collection  of  the 
Form  C-404.  otherwi.se  known  as  the 
Building  Permits  Survey  (BPS).  The  key 
(!stimat(!.s  from  the  survey  are  the 
numhers  of  new  housing  units 
authorized  hy  huilding  permits;  data  are 
akso  c;oll(!ct(;d  on  the  valuation  of  the 
housing  units. 

Thc!  Cimsus  Burciau  i)roduc(;s  statistics 
used  to  monitor  activity  in  the  large  and 
dvnamic  construction  industry,  (hven 
the  im|)ortauce  of  this  industry,  several 
of  the  statistical  series  havci  hcien 
dcjsiguatcul  as  Principal  Economic 
Indicators.  Two  such  indicators  are 
directly  dejMmdent  on  the  key  estimates 
from  the  BPS:  (1)  New  Residcmtial 
(lonstruction  (which  includcjs  Housing 
Units  Authorized  hy  Building  Permits. 
Housing  Starts,  and  Housing 
Compkitions).  and  (2)  New  Residcmtial 
Salc!s.  'I'hc^se  statistic:s  help  state.  loc:al. 
and  federal  governmcmts.  as  well  as 
private  inclu.stry.  analyze  this  im])ortant 
.sc;c;tc)r  of  the  ec;onc)my.  The  huilding 
pc;rmit  series  are  available  monthly 
l)asc!cl  on  a  .sample  of  building  permit 
offic;c;s.  and  annually  based  on  the  entire* 
univemse  of  permit  c)ffic;es.  Puhli.shed 
data  from  the  survew  c;an  he  found  on 
the*  (kmsus  Burc'au's  \Vc»h  site  at 
www.consns.gov/pormits. 

The  (kmsus  Buimau  cc)llcK;ts  thcj.se  data 
j)rimarily  by  mail  using  the  Form  (]-4()4 
or  online;  using  an  online  vcjrsion  of  the 
same  c|uc;.stic)nnairc;.  Some;  data  are;  also 
e:ollee:te;el  via  re;e;e;i|)t  of  e;le;e:tre)nie;  file;.s. 
Form  (i— 404  re;eiue;sts  information  on  the; 
numhc;r  and  valuation  of  ne;w 
re;siele;ntial  housing  units  authorized  hy 
hiuleling  |)e;rmits. 

The  Census  Bure;au  uses  the  Form  C- 
404  to  e:olle;e:t  data  that  provide 


estimate;s  of  the;  uiimher  and  valuation 
of  ne;w  re;siele;ntial  housing  units 
authorizcjcl  hy  building  pe;rmits.  About 
e)ne;-half  of  the;  permit  e)ffie:e;s  are; 
re;e]ue;steel  to  report  monthly.  The; 
re;maining  e)ffie:e;s  are;  surve;yeel  one:e;  pe;r 
ye;ar.  VVe;  use;  the;  data,  a  component  of 
the;  inele;x  of  le;aeling  eeionomie; 
inelie-.ators,  to  estimate;  the;  number  of 
housing  units  authorized,  started, 
e:e)mple;te;el,  and  .sold  (single;-family 
only).  The;  Census  Bure;au  akso  use;s 
the;.se;  data  to  .se;le;ct  .sam])les  for  its 
elemographie:  surve;ys.  In  addition,  the; 
(Census  Bure;au  use;s  the  detailed 
gcjographie:  data  in  the;  development  of 
annual  ijopidation  estimate;s  that  are 
use;el  by  govcjrnment  agene:le;s  to  alloe:ate; 
funding  and  othe;r  re;se)ure:e;s  to  local 
are;as.  Polie;ymake;rs,  planners, 
businesse;s,  and  others  use  the  detailed 
geographic;  data  to  monitor  growth  and 
plan  for  loe:al  se;rvie:e;s,  and  to  ele;ve;lop 
])roelue:tion  and  marke;ting  plans,  fhe; 
BPS  is  the;  only  soure;e  of  statistics  on 
re;siele;ntial  e:e)nstrue:tion  for  .state;s  and 
smalle;r  ge;ographie;  are;a,s. 

Affactod  Fublic:  State,  le)e;al,  or  Tribal 
governments. 

Fro(]ii(m(:v:  Monthlv  and  annuallv. 

Bospondont 's  Ohligotion:  V oluntary. 

Legal  Aullieirily:  Title  13  ll..S.(;.  1«2. 

OMB  Dosk  Offiror:  Brian  1  larris- 
Koje;tin,  (202)  39.5-7314. 

Ce)j)ie;s  of  the;  above  information 
e:e)lle;e:tie)n  pre)|)e)sal  can  be;  obtained  by 
e:alling  or  writing  Jennifer  jessup, 
De;partuu;ntal  Pajjerwork  Cle;arane:e 
Offiejer,  (202)  482-0330,  Dejjartment  of 
(k)nnne;re;e;.  Room  0010.  14th  and 
(institution  Avenue;  N\V.,  Washington, 
DC  20230  (or  via  the  lnte;rn(;t  at 
jiossup@doc.gov). 

Written  e;onnne;nts  and 
re;e;onnne;nelatie)ns  for  the;  j)ro])o.seel 
information  collcjction  should  he;  sent 
within  30  days  of  publicjation  of  this 
ne)tie:e;  to  Brian  Harris-Kojetin,  OMB 
De;.sk  Offie:e;r  e;ither  hy  fax  (202-395- 
7245)  or  email  (l)hornsk@omh.oop.gov). 

Dated:  )aiuiarv  18.  2013. 

(ileiina  Mii:kelson, 

Managomonl  Aindvst,  Offict;  of  I  ho  CAiiof 
Information  Officor. 

H'K  Doe.  2eu;{-e)14«l  l'il(!(l  1-24-1.3;  8:43  anil 
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DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

[A-570-941] 

Certain  Kitchen  Appliance  Shelving 
and  Racks  From  the  People’s  Republic 
of  China;  2010-2011;  Final  Results  of 
Antidumping  Duty  Administrative 
Review 

AGENCY;  Imiiort  Administration, 
International  Trade  Administration, 
De;partme;nt  of  ('.oinme;re:e;. 
summary:  On  ()e:toher  9,  2012,  the; 
Department  of  (knnme;re:e; 
(“Deipartment”)  jnjblishe;el  its 
Proliminarv  Bosiilts  of  the  antidumping 
duty  order  on  e:ertain  kite;he;n  appliane:e 
shelving  and  racks  from  the  People's 
Rejmblie;  of  China  ("PR(7’).'  We;  gave 
intere;steel  partie;s  an  oi)])ortunity  to 
c.omment  on  the  Proliminarv  Bosults. 
Aft(;r  reviewing  interested  partie;.s’ 
comments  and  information  re;e:eive;el,  we; 
have;  made  no  changes  for  the;  final 
re;sults  of  review.  'I'lie;  final  antidumping 
duty  margins  for  this  re;vie;w  are;  li.sted 
below  in  the;  “Final  Re;sults  of  the; 
Re;vie;w”  see:tion  of  this  ne)tie:e;.  The; 
])e;riod  of  review  (“POR”)  is  Se;])te;mbe;r 
1, 201 0.  through  Augu.st  31. 2011. 

DATES:  Effoctivo  Duto:  (aniiary  25,  2013. 
FOR  FURTHER  INFORMATION  CONTACT: 
Emeka  C.hukwuelebe.  AD/CVD 
Ojicjrations,  Offie:e  9,  Import 
Administration,  International  Trade; 
Administration.  U.S.  Department  of 
(k)mmere:e,  14th  Stre;e;t  and  (knistitution 
Avenue  NW..  Washington,  DC  20230; 
telephone:  (202)  482-0219. 
SUPPLEMENTARY  INFORMATION: 

Background 

The  Department  puhli.she;el  the 
Proliminarv  Bosults  on  Oe;le)her  9,  2012. 
In  ae:e:orelance  with  19  CFR 
351.309(c)(l)(ii),  we;  invite;el  partie;s  to 
e:onnnent  on  our  Proliminan'  Hosults.- 
On  Nove;mbe;r  28,  2012,  New  King  Shan 
(Zhu  Hai)  Co.,  Ltd.  (“NKS”)  file;el  a  ca.se 
hrief.  On  De;e:e;mhe;r  3,  2012,  Nashville; 
Wire;  Pre)elne:ts  Inc.  and  SSW  Holding 
Company,  Inc.  (e:e)lle;e:tively, 
“Petitieniejrs”)  file;el  a  rebuttal  brief. 

Analysis  of  (Comments  Receiveel 

All  issues  raiseel  in  the;  e;a.se;  anel 
re;buttal  briefs  by  jiarties  are;  aelelri;s.se;el 
in  the;  “Ckntain  Kite;he;n  Ap])liance; 
Shelving  anel  Rae:ks  from  the;  Pe;o])le;’s 
Re;publie:  of  C.hina:  Issues  anel  De;e;isie)n 


'  Corldin  Kilchun  Ai)j>li(in(:(‘  Sholviii}’  and 
hacks  Front  thc  I'copic’s  ttcpnhiic  of  China: 
Antidinnphn^  Duty  Adniinistralivc  hcvictv.  2010- 
20tt.  77  FK  (i138.3  (Oclohor  <1.  2012)  (" Fivtiminan' 
hcsatls"). 

-See  id..  77  I  K  (i13H(i. 
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Momorandum  for  iho  Final  Results  and 
Final  Partial  Ro.sci.ssion  of  the  Second 
Antidumping  Duty  Administrative 
Review,”  dated  concurrently  with  this 
notice  (“Issues  &  Decision  Memo").  A 
list  of  the  issues  raiscni  by  interested 
parties  is  attached  to  this  notice  as 
Appendix  I.  I'he  Issues  Ik.  Decision 
Memo  is  a  ])nl)lic  document  and  is  on 
file  electronically  via  Import 
Administration’s  Antidumping  and 
Countervailing  Duty  Centralized 
Flectronic  Service  Svstem  (“lA 
ACCESS”).  I A  ACCESS  is  available  to 
r(;gister(;d  users  at  l\\\\rj/ 
iddccass. t r(id(\gov  iim\  in  tin;  Central 
Records  Unit,  room  7048  of  the  main 
Dej)artment  of  Commerce  hnilding.  In 
addition,  a  complete  version  of  the 
Issues  ik  Decision  Memo  can  he  ac:c(;ssed 
directly  on  the  Internet  at  http:// 
ww'iv. trade. gov/ id.  The  signed  Issues  & 
Decision  Memo  and  the  electronic 
versions  of  the  Issues  S;  Dcunsion  Memo 
are  identical  in  content. 

Scope*  cjf  the  Order 

'I’he  products  covened  by  the  order  are 
certain  kitchen  appliance  shelving  and 
racks.  *  The  merchandise  subject  to  the 
order  is  current  ly  classifiable  under  the 
Harmonized  Tariff  Schedule  of  the 
tinited  Statcis  (“UTSIJS”)  subheadings 
841 8.99.8050,  841 8.99.8000, 

7321 .90.5000,  7321 .90.0090, 
8510.90.8000.  7321.90.0040, 
8510.90.8010  and  8419.90.9520. 
Althongh  the  HTSIIS  subheadings  are 
jnovided  for  convenience  and  cn.stoms 
pnrj)oses,  the  Department’s  written 
de.scription  of  the  scojee  of  the  order 
remains  dispositive.'* 

(Changes  Since  the  Preliminary  Results 

Based  on  the  comments  rciceived  from 
the  interested  parties,  we  have  made  no 
changccs  to  the  Preliniindi  v  Results.  P'or 
a  discussion  of  the  issues,  see  the  Issues 
^(£  Decision  Memo. 

Final  Partial  Rescission 

Pursuant  to  19  CFR  351.213(d)(1),  the 
Department  will  rescind  an 
administrative  review,  in  whole  or  in 
part,  if  a  ])arty  that  recjne.sted  the  review 
withdraws  the  rcK]nc;st  within  90  clays  of 
the  date  of  ]nihlication  of  the  initiation 
notice  of  the  rcKjne.sted  revienv.  As  notcul 
in  the  Preliininarv  Results.  Pclitioncirs 
timely  reejnested  an  achnini.strative 
review  for  Asia  Pacific  ('IS  (Wuxi)  Uo., 
Etcl.,  Ilengtong  Hardware  Mannfaclnring 
(Hinzhon)  ("o..  Ltd.,  Jiangsu  VVeixi 


'Soo  id..  77  KK  (i  1  acrj-HCi. 

■'  Sac  Cvliain  Kilrhon  Apptmnn)  Shriving  and 
Hacks  from  the  People's  Hepnhiic  of  China: 
Amended  Final  Determination  of  Sales  at  Ij^ss 
Than  Fair  Vedne  and  .\olice  of  Antidumping  Duty 
Order.  74  FR  4(i<)71  (.Sciptomlcor  14,  200<l). 


Group,  Co.,  and  Leader  Metal  Inchcstry 
(io..  Ltd.  (aka  Marmon  Retail  Services 
Asia):  companies  that  had  previously 
not  received  a  .separate  rate  in  earlier 
segments  of  this  ])rc)c:eecling.  'I'lien 
Petitioners  timely  withdrew  their 
recpiests  for  review  of  the 
aforementioned  ciompanies.'’  Petitioncers 
were  the  only  parties  to  recinest  an 
administrative  review  of  those 
c:ompanies. 

For  the  final  results,  the  Department 
is  rescinding  the  review  with  respect  to 
those  c;c)mj)anies  for  whicli  this  review 
was  initiated  hut  had  not  rec:eived  a 
sejjarate  rate  in  ccarlier  segments  of  this 
jiroceeding.  As  dccsca  ihed  above, 
lAlitioners  withdrew  their  review 
recjue.st  covering  tho.se  ciompaniccs.  The 
Dejjartment  did  not  re.sclnd  this  review 
in  the  Preliminuiy  Results  for  those 
ciompanic^s  that  had  not  e.stahlished  their 
eligibility  for  a  sejiarate  rate  in  earlier 
segments  of  this  j)roc:eecling  and  were 
c:onsiclerecl  part  of  the  PRC-wide  entity, 
which  c.onld  potentially  he  under 
review  for  the  final  results  of  this 
administrative  review.'*  'I’he  PRC-wide 
entity  did  not  ciome  under  review  for 
these  final  results.  Therefore,  the 
Dejjartment  is  rescinding  this  review 
with  res])ect  to  the  above-identified 
c:ompanies. 

Final  Kccsults  of  the  Review 

The  chnni)ing  margins  for  the  POR  are 
as  follows: 


Weighted- 

Exporter 

average 

dumping 

margin 

New  King  Shan  (Zhu  Hai)  Co., 

Ltd  . 

0.00% 

Assessment  Rates 

Consistent  with  these  final  results, 
and  pursuant  to  sedition  751(a)(2)(B)  of 
the  Tariff  Act  of  1930,  as  amemded  (“the 
Ac:t”),  and  19  CFR  351.212(h),  the 
Department  will  direc:t  U.S.  (li.stoms 
and  Border  Protc!c;tion  (“(iBP”)  to  assess 
anticlnm])ing  duties  on  all  approjniate 
entries.  The  Dejiartment  intends  to  issue 
asse.ssment  instrnc:tions  to  ("BP  15  clays 
aftca'  the  date  of  pnhlic:ation  of  the  final 
rcisidts  of  review.  Pursuant  to  19  CFR 
351.212(1))(1).  the  Dcjpartment  will 
c:alc:cdate  imj)c)rter  (or  c:nstomer) 
-s])ec:ific:  a.sscj.ssment  rates  ha.scul  on  the 
ratio  of  the  total  amount  of  the  dnmjjing 
margins  c:alccdatecl  for  the  cixamincKl 


■’  See  Preliminary  Hesnits.  77  FK  (iOHCi. 

'■  See  ill.:  see  (dso  Ceihnn  Oil  Conntiy  Tnhniar 
Coods  From  the  People's  Hepid)lic  of  China:  Final 
Hesnits  of  Antidumping  Dntv  Administrative 
Hevieiv:  21)10-2011.  77  FR  74(i44.  74(i43  (DocdmlxM- 
17.  2012). 


sales  to  the  total  entered  value  of  those 
.same  sales.  The  Deiiartment  will 
instrnc:t  CBP  to  asse.ss  antidnmjiing 
duties  on  all  apjiropriate  entries  c:overecl 
by  this  review  if  any  importer-specific; 
assessment  rate  is  above  de  minimis. 

The  Department  rec:ently  annc)nnc;ecl  a 
refinement  to  its  assessment  prac;tice  in 
non-market  ec;onc)my  (“NME”)  c:ases. 
Pursuant  to  this  refinement  in  practic;e, 
for  entries  that  were  not  reported  in  the 
II. S.  sales  dataha.ses  submitted  hv 
c:ompanies  individually  examined 
during  this  review,  the  Department  will 
instrnc:t  CBP  to  licinidate  snc:h  entries  at 
the  NME-wide  rate.  In  addition,  if  the 
Department  determines  that  an  exporter 
under  review  had  no  shipments  of  the 
subject  merchandise,  any  snsjiended 
entries  that  entcired  under  that 
exporter’s  c;ase  number  [i.e.,  at  that 
ex})C)rter’s  rate)  will  he  licjuiclated  at  the 
NME-wide  rate.^ 

Cash  Deposit  Reejuirements 

The  following  c:ash  dejiosit 
rec|uirements  will  he  effective  ujion 
puhlic:ation  of  the  final  results  of  this 
administrative  review  for  all  .shipments 
of  the  scd)jec:t  merc:handise  from  the  PRC 
entered,  or  withdrawn  from  warehouse, 
for  consumption  on  or  after  the 
pul)lic:ation  date,  as  provided  by  sec;tic)n 
751(a)(2)(C)  of  the  Ac:t;  (1)  For  the 
c;xporter  listed  above,  the  cash  de])C)sit 
rate  will  he  cistahlished  in  the  final 
residts  of  this  rendew  (c;xc:ept,  if  the  rate 
is  zc!ro  or  de  minimis,  i.e.,  less  than  0.5 
perc;c;nt.  no  c;ash  clc;posit  will  be 
reciuircul  for  that  c:ompany):  (2)  for 
previously  investigatcul  or  reviewed  PRC 
and  non-PRC  c^xporters  not  li.sted  above 
that  have  separate  ratc;s,  the  c:ash 
de])osit  rate  will  c;c)ntinue  to  he  the 
c;xpc)rter-spc;c:ific;  rate  j)ublishecl  for  the 
most  rec;ent  period:  (3)  for  all  PRC 
exjiorters  of  suhjec;t  merc:handise  whic:h 
have  not  benm  found  to  be  entitled  to  a 
.sejearate  rate,  the  c:a.sh  deposit  rate  will 
he  that  for  the  PRC-wide  entity:  and  (4) 
for  all  non-PRC  exporters  of  subject 
merc;hanclise  whic:h  have  not  rec:eivecl 
their  own  rate,  the  c;ash  deposit  rate  will 
he  the  rate  applic:ahle  to  the  PRC 
cixporter  that  supplied  that  non-PRC 
eexporter.  These  depo.sit  recjiurcnnents, 
whc;n  imposed,  shall  remain  in  effc;c:t 
until  further  notic:e. 

Disclosure* 

We  will  disclose  the  calc:cdatious 
jeerformed  within  five  days  of  the  date 
of  pcd)lic:atiou  of  this  notice  to  jearties  in 
this  j)rc)c:eecling  in  ac:cc)rdance  with  19 
CFR  351.224(h). 


^  See  .\on-Market  b'conomy  Antidumping 
Proceedings:  Assessment  of  Antidumping  Duties.  7() 
I'R  (i.")(i‘)4  (Ocloljor  24.  2011). 
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Notification  to  Importers  Regarding  the 
Keimliurseinent  of  Duties 

This  notice  serves  as  a  final  reminder 
to  importers  of  their  resjionsihility 
under  1?)  CFR  3,51.402(0  to  file  a 
certificate  mgarding  the  reimhunseinenl 
of  antidinn|)ing  duties  prior  to 
li(|uidation  of  the  relevant  entries 
during  this  FOR.  Failure  to  coini)ly  with 
this  requirement  could  result  in  the 
D(;partment'.s  presnmjition  that 
numhur.sement  of  antidum])ing  duties 
has  occurnid  anil  the  suhsecjuent 
as.sessment  of  doubled  antidumping 
duties. 

Administrative  Protective  Orders 

This  notice  also  .serves  as  a  reminder 
to  jiarties  subject  to  administrative 
jirotective  orders  (“APO”)  of  their 
n!sj)onsihility  concerning  the  return  or 
destruction  of  projirietary  information 
disclosed  under  APO  in  accordance 
with  It)  CFR  351.305.  which  continues 
to  govern  business  projirietary 
information  in  this  segment  of  the 
jjroceeding.  Timely  written  notification 
of  the  return  or  destruction  of  APO 
materials,  or  conversion  to  judicial 
protectivi!  ord(*r,  is  herehv  nupiestcul. 
Failure  to  comjilv  with  the  regulations 
and  terms  of  an  APO  is  a  violation 
which  is  subject  to  sanction. 

We  are  issuing  and  jiuhlishing  this 
administrative  review  and  notice  in 
accordance  with  sections  751(a)(1)  and 
777(i)  of  the  Act. 

l)at(!(t:  laiuiarv  17.  2013. 

Paul  Piquatio, 

Assislanl  St^cnftaiv  for  Import 
Administration. 

Appendix  I — Issues  &  Decasion 
Memorandum 

(General  Issues 

(k)inmeiit  I:  .Selection  of  Financial  Ratios 
Cfiniinent  II:  Li(|iiidation  Instructions 
|FR  I1(m:.  20i:t-01.=iK4  Filed  1-24-13:  8:4.5  am| 
BILLING  CODE  3510-DS-P 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

[C-570-988,  C-331-803,  C-533-854,  C-560- 
825,  C-557-814,  C-549-828,  and  C-552- 
815] 

Certain  Frozen  Warmwater  Shrimp 
From  the  People’s  Republic  of  China, 
Ecuador,  India,  Indonesia,  Malaysia, 
Thailand,  and  the  Socialist  Republic  of 
Vietnam:  Initiation  of  Countervailing 
Duty  Investigations 

agency:  Imjiort  Administration, 
International  Trade  Administration, 
Department  ol  Commerce. 


DATES:  Hffnctivn  Data:  January  25,  2013. 
FOR  FURTHER  INFORMATION  CONTACT: 
Dustin  Ro.ss,  AD/CVD  ()|)eration.s. 

Import  Administration,  International 
Trade  Admini.stration.  l)..S.  Dejiartment 
of  ('.ommerce.  14th  .Street  and 
Constitution  Avenue  NW.,  Washington, 
DC  20230;  telephone:  (202)  482-0747. 
SUPPLEMENTARY  INFORMATION: 

The  Petitions 

On  December  28,  2012,  the 
Department  of  {Commerce 
(■‘Department”)  received  petitions  filed 
in  proper  form  by  the  Coalition  of  Culf 
.Shrimp  Indn.stries  (“the  jietitioner”),'  a 
trade  or  business  association  whose 
members  manufacture,  produce,  or 
wholesale  a  domestic  like  product  in  the 
United  .States.-  In  response  to  the 
Dejiartment’s  recjiiests,  the  petitioner 
provided  timely  information 
sujijilementing  the  Petitions  on  January 
0,  2013,  January  10,  2013.  January  11, 
2013,  and  January  14.  2013. 

In  accordance  with  .section  702(1))(1) 
of  the  Tariff  Act  of  1030,  as  amended 
(“the  Act”),  the  petitioner  alleges  that 
manufacturers,  producers,  or  importers 
of  certain  frozen  warmwater  shrimp 
from  the  People’s  Rejnihlic  of  (diina 
(“(ihina”).  Ecuador,  India,  Indonesia, 
Malaysia.  Thailand,  and  the  Sociali.st 
Republic  of  Vietnam  (“Vietnam”), 
receive  countervailahle  subsidies  within 
the  meaning  of  .sections  701  and  771(5) 
of  the  Act,  and  that  such  imjiorts  are 
materially  injuring,  or  threatening 
material  injury  to.  the  dome.stic  imlustrv 
producing  frozen  shrimp  in  the  United 
.States. 

The  Department  finds  that  the 
jietitioner  filed  the  Petitions  on  behalf  of 
the  domestic  industry  because  they  an; 
an  interested  party  as  defined  in  .section 


'  TIu!  nuMiiburs  oil  Ik;  Oo.ililioii  ol  Ciiir.Sliriinp 
Induslrios  iin;:  Bavoii  .Shrimp  Frocossors.  Inc.: 
Hlu(!\v:iti!r  .Shrimp  Company.  Inc.:  Carson  K  Co.. 
Inc.:  C.F.  Collott  S:  .Sons  .Sisilood.  Inc.;  Uism 
Blanchard  .Scalood.  Inc.:  Oominick  .Snalood: 
Fislujrman's  R(!i!l  Fackin}>  I’lant:  Coldim  Cult  Coast 
I’ks.  Cj)..  Inc.  (and  Collolt's  Oil  Dock  &  Ico  Honso): 
Craham  Fisluirios.  Int:.:  Craham  .Shrimp.  Inc.:  Cull 
Crown  .Seafood  Co..  Inc.;  Culf  Fish  Inc.;  Culf  Island 
.Shrimp  M  .Sesafood.  Ll.C:  Cnif  I’rido  Fnlcuprisus. 
Inc.:  Hi-.Suas  of  Dulac.  Inc.;  Indian  Ridgo  Shrimp 
Co.;  )B.S  l’ackin}>  fio..  hu:.;  Udillo  Frozen  Foods 
(k)rp.:  MXiM  .Shrimp  (Biloxi  Freeziiif;  and 
I’rocessin^);  Ocean  .S|)rin{;s  .S(!afood  Market.  Inc.; 
I’aul  I’iaz/.;!  Sc  .Sons.  Inc.;  R.A.  Izisso  Brokeraf^c!  Co.. 
Inc.;  .S(!a  l’(Nirl  .Sisifood  Co..  Inc.:  .Smith  and  .Sons 
.S(!afootl:  I'idcdands  .Seafood  Co..  Inc.;  rommv's 
.S(!afood;  Vinciml  I’iazza  .Sons  .Seafood.  Inc.; 
Wood's  Fisluiries;  Mariah  |ad(!  .Shrimp  Companv 
I.I.C:  David  Chauvin's  .S(tafood  Companv.  I.LCi:  and 
RounIret!  luiterpri.siis.  Inc.  (dha  l.(!onard  K-  .Sons 
.Shrim|)Co.  and  R&R  Fisheries). 

^  .See  l’(!lilions  lor  the  Imposition  of 
Count(!rvailin^  Duti(!S  on  Ciirtain  Fro/.(!n 
Warmwat(!r  .Shrimp  from  the  l’(!ople's  Rispuhlic  of 
China.  l‘7:uador.  India.  Indonesia.  Malavsia. 
Thailand,  and  the  .Socialist  Ri^puhlic  of  Vietnam, 
dated  D(!cemher  28.  21)12.  ("tlM!  I’etitions"). 


771(‘))(E)  of  the  Act,  and  the  petitioner 
has  demonstrated  .sufficient  iiulu.stry 
support,  pursuant  to  section  771(4)(E)  of 
the  Act.  with  respect  to  the 
investigations  that  it  riujiiests  the 
Department  initiate.-' 

Period  of  Investigation 

The  period  of  investigation  is  January 
1.  2011,  through  Decemlier  31, 2011. 

Scope  of  the  Investigations 

The  ])i’0(luct.s  covered  by  the.se 
inve.stigations  are  certain  frozen 
warmwater  shrimp  (“frozen  shrimp") 
from  (diina,  Ecuador.  India.  Indonesia, 
Malavsia.  Thailand,  and  Vietnam.  For  a 
full  (lescrij)tion  of  the  scojie  of  eac:h  of 
these  investigations,  please  see  the 
“Sco]k;  of  the  Inve.stigations"  in 
Ajipendix  1  to  this  notice. 

(Comments  on  Scope  of  Investigations 

During  our  review  of  the  Petitions,  the 
Dejiartment  had  discussions  jiertaining 
to  the  jirojKLsed  scojie  with  the 
jietitioner  to  en.sure  that  the  scojie 
language  in  the  Petitions  was  an 
accurate  reflection  of  the  jiroducts  for 
which  the  dome.stic  industry  is  seeking 
relief.  The  jietitioner  determined  the 
jirojio.sed  scojie  should  he  clarified,  and 
it  filed  a  modification  to  the  language  of 
the  scojie  described  in  the  Petitions  to 
rellect  those  clarifications.-*  Moreovei", 
as  (li.scus.sed  in  the  jireamhle  to  the 
regulations,-"’  we  are  setting  aside  a 
jieriod  of  time  for  interested  jiarties  to 
raise  issues  regarding  jiroduct  coverage. 
This  jieriod  for  .scojie  comments  is 
intended  to  jirovide  the  Dejiartment 
with  amjile  ojijiortunity  to  consider  all 
issues  and  to  consult  with  jiarties  jnior 
to  the  issuance  of  the  jireliminary 
determinations.  The  Dejiartment 
encourages  interested  jiarties  to  submit 
such  comments  by  5:00  ji.m.  EST  on 
Wednesday.  Fehruarv  0.  2013,  which  is 
20  calendar  days  from  the  signature  date 
of  this  notice. 

Filing  Requirements 

All  suhmi.ssions  to  the  Dejiartment 
mu.st  he  filed  electronically  using 
hnjiort  Administration’s  Antidumjiing 
and  Countervailing  Duty  Centralized 
Electronic  Service  Sy.stem  (“lA 
ACCE.SS”).  An  electronically  filed 
dof:ument  mu.st  he  received  successfullv 
in  its  entirety  by  the  Dejiartment’s 


■'  Si-i!  "Diitcrmiliiilion  ol  liulu.sirv  .Support  lor  llm 
I’olilion"  hdow. 

■*  Sar  Cirliiin  h'ro/.nn  Warnimitcr  Shrimp  from 
C.himi.  liciKidor.  India.  Indonasio.  .Medavsia. 
Tludlond.  and  Motmim — l’(!liliom!r's  Rosponso  I'o 
Tlu!  D(!|)arlm(int's  liinmiry  4.  2013  Siipplomonlal 
Qmislions  to  tho  I’olilion.  dalod  lanuiirv  0.  2013  at 
Fxhihil  I-.SQ-3. 

'’Son  Antidnmpino  Dniios:  (iounlon’nilin'’  Diitins, 
02  FR  27200.  27323  (May  10,  1007). 
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electronic  records  system,  lA  A(iCESS, 
by  the  time  and  date  set  l)y  the 
Department.  Documents  excepted  from 
tlie  electronic  submission  recpnrements 
must  he  filed  manually  (/.e.,  in  paper 
form)  with  the  lm])ort  Administration’s 
Al’O/Dockets  Unit.  Room  1870,  IJ.S. 
D(;])artment  ofComimn'ce,  14th  Street 
and  Constitution  Avenue  N\V., 
Washington,  D(i  20230,  ami  stam])ed 
with  the  date  and  time  of  receipt  Iw  the 
deadline  established  by  the 
Department.'^ 

(Consultations 

Pursuant  to  section  702(h)(4)(A)(ii)  of 
the  Act,  the  Department  invited 
representatives  of  the  Covernments  of 
China,  Ecuador,  India.  Indonesia, 
Malaysia,  Thailand,  and  Vietnam  for 
consultations  with  resj)ect  to  the 
Petitions. 

(Consultations  were  held  with  the 
government  of  (China  via  teleconference 
on  January  10,  2013.^  Consultations 
were  held  in  Washington.  DC,  with  the 
Royal  Thai  (^lOvernment  on  jannarv  11, 
2013;“  with  the  governments  of  India, 
Indonesia,  and  Malaysia  on  jannarv  14. 
2013;“  with  the  government  of  Vietnam 
on  jannarv  15.  2013;  and  with  tin; 
government  of  Ecuador  on  jannarv  10, 
2013.' '  All  memoranda  are  on  file 
electronically  via  lA  A(C(CESS.  Access  to 
lA  A(C(CESS  is  available  in  the  Central 
Records  Unit  (“CRIJ”),  Room  7040,  of 


•’  .S'cc  hitp://\\  \\  \v.;j,i)o.t>o\/fihys/})k;^/h'H-2(t}  1-07- 
0(i/l)ill/2(il  1-10352.1x11  h>r  (Utiiils  (il  llio 
OoparliiuMil’s  lloolroiiic  Mliiig  Ki!t|iiiri!m(inls. 
wliicli  went  into  oiioct  on  An>>n.st  5.  2011. 
Inlbrniiilion  f)n  help  nsin<>  lA  ACdvS.S  can  lx;  loinul 
at  hltps://kuiccos>i.Umh\‘^oy/lwl}).itspx  and  a 
liandbook  can  bn  loinul  at  blips:/ /kidccxss.tmdc. 
<’ov/holp/H(in(llxx)k"i>2()()n%20Hloclr()nk:"i>20 
b’ilin}’  %20Prac(;(hin;s.  pci /. 

^.S'nn  Kx-I’ai'tn  Mninoianduni,  "(ionsnllalions  with 
(llliciais  Irom  llin  (lovnrnninnl  ol  Ihn  I’KC"'  (lamiarv 
I4.2l)i:i). 

‘'Sac;  Ox-I’arto  Mnnioraiuluin,  "{ionsiillations  with 
(Iflicials  Irom  llin  Royal  Thai  (uivnrnninnt  on  thn 
Cionninrvailino  Duty  I'niilion  rn^arding  Frozen 
Warmwater  .Shrimp"  (lanuarv  1 1.  20i:i)  ("Thailand 
(ionsnilation  Memorandum"). 

■•.See  Fx-I’arle  Memorandnm.  "Oonsullations  with 
Oll'icials  Irom  the  (uivernmenl  ol  India  ("COI")  on 
the  (iounlervailing  DnIv  I’elition  on  Oertain  Frozen 
Warmwaler  .Shrimp  from  India"  (lanuarv  17,  201  :i) 
("India  (ion.snllalion  Memorandnm").  Fx-Farle 
Memorandum,  "(ion.snltalions  with  the  Officials 
from  Ihe  OovernmenI  of  the  Kepidilic  of  Indonesia 
on  Ihe  Oonntervailing  llnly  I’etilion  regarding 
Frozen  Warmwaler  .Shrimp"  (lanuarv  l.'i.  20i;i).  and 
I'ix-l’arle  Memorandum,  "(ionsultations  with 
Officials  from  the  OovernmenI  of  Ihe  Malaysia." 
(lanuarv  15.  20i;i).  respectively. 

"'.See'  Fx-I’arle  Memorandum,  "(iimsullalions 
with  Officials  from  the  ('.overnmeni  of  Vietnam  on 
Ihe  Oountervailing  Duly  I’etilion  on  (iertain  Frozen 
Warmwater  Shrimp  from  Vietnam"  (lanuarv  17. 
20i:i)  ("Vielniim  Oonsuilation  Memorandum"). 

"  .See  Fx-l’arte  Memorandum.  "Oonsultations 
with  Officials  from  the  CuivernmenI  of  Feuador 
("COF")  on  the  (iounlervailing  Dulv  I’elilion  on 
fiertain  Frozen  Warmwaler  .Shrimp  from  Feuador." 
(lanuarv  1(>,  2()i;i). 


the  main  Dojiartniont  of  Coinnuirco 
Building. 

DatRrniinalinn  of  Industry  Support  for 
the  Petitions 

.Section  7()2(h)(l)  of  the  Act  rtKjnires 
that  a  ])etition  he  filed  on  behalf  of  the 
doine.stic  indn.stry.  Section  7()2(c)(4)(A) 
of  the  Act  provides  that  a  jietition  meets 
this  rtiiiuirement  if  the  domestic 
producers  or  workers  who  snjiport  the 
petition  account  for;  (i)  at  least  25 
jiercent  of  the  total  production  of  the 
doine.stic  like  product;  and  (ii)  more 
than  50  percent  of  the  production  of  the 
doine.stic  like  product  jiroduced  by  that 
portion  of  the  industry  expressing 
supjjort  for,  or  opposition  to.  the 
petition.  Moreover,  section  7()2(c)(4)(D) 
of  the  Act  provides  that,  if  the  petition 
does  not  e.stahlish  support  of  domestic 
producers  or  workers  accounting  for 
more  than  50  percent  of  the  total 
jiroduction  of  the  doine.stic  like  product, 
the  De])artment  shall;  (i)  Poll  the 
industry  or  rely  on  other  information  in 
order  to  determine  if  there  is  snjiport  for 
the  ])etition,  as  required  by 
subparagraph  (A);  or  (ii)  determine 
industry  support  using  a  statistically 
valid  .sanqiling  method  to  poll  the 
industry. 

Section  771(4){A)  of  the  Act  defines 
the  “indn.stry”  as  the  producers  as  a 
whole  of  a  domestic  like  product.  Thus, 
to  determine  whether  a  petition  has  the 
reijnisite  industry  support,  the  .statute 
direc:t.s  the  De])artment  to  look  to 
producers  and  workers  who  produce  the 
domestic  like  product.  The  U..S. 
International  Trade  (Commission 
(“1T(C”),  which  is  responsible  for 
determining  whether  “the  domestic 
industry”  has  been  injured,  must  also 
determine  what  constitutes  a  domestic 
like  iiroduct  in  order  to  ilefine  the 
industry.  While  both  the  Department 
and  the  ITG  must  apply  the  same 
statutory  definition  regarding  the 
doine.stic  like  jiroduct  (.see  section 
771(10)  of  the  Act),  they  do  so  for 
different  jmrjioses  and  jinrsuant  to  a 
sejiarate  and  distinct  authority.  In 
addition,  the  Department’s 
determination  is  subject  to  limitations  of 
time  and  information.  Although  this 
may  re.sult  in  different  definitions  of  the 
like  product,  such  differences  do  not 
render  the  decision  of  either  agency 
contrary  to  law. 

Section  771(10)  of  the  Act  defines  the 
domestic  like  product  as  “a  product 
which  is  like,  or  in  the  ah.sence  of  like, 
most  similar  in  characteristics  and  uses 


'‘^Sac!  I’SI-JC.  Inc.  v.  Unitixl  Slates.  i;i2  F.  .Supp. 
2(1  1.  8  ((;iT  21)1)1)  (citing  Al^onia  Skxrl  (k>rp..  Ltd. 
V.  ( ’nited  Stales.  (>88  F.  .Supp.  (i:it).  (i44  (CIT  1<)8H). 
affd  885  F.2(l  241)  (Fed.  Cir.  l!)8t))). 


with,  the  article  subject  to  an 
investigation  under  this  title.”  Thus,  the 
reference  jioint  from  which  the 
domestic  like  jiroduct  analysis  begins  is 
“the  article  subject  to  an  investigation” 
[i.(L,  the  clii.ss  or  kind  of  merchandise  to 
he  investigated,  which  normallv  will  he 
the  scojie  as  defined  in  the  jietition). 

With  regard  to  the  domestic  like 
Jiroduct,  the  jietitioner  does  not  offer  a 
definition  of  domestic  like  jiroduct 
distinct  from  the  .scojie  of  the 
investigations.  Based  on  onr  analysis  of 
the  information  snhmitted  on  the 
record,  we  have  determined  that  certain 
frozen  warmwater  shrimji,  as  defined  in 
the  scojie  of  the  investigations, 
constitutes  a  single  domestic  like 
Jiroduct  and  we  have  analyzed  industry 
sujijiort  in  terms  of  that  domestic  like 
Jiroduct. 

In  determining  whether  the  jietitioner 
has  standing  under  .section  7()2(c)(4)(A) 
of  the  Act.  we  considered  the  industry 
snpjiort  data  contained  in  the  Petitions 
with  reference  to  the  domestic  like 
Jiroduct  as  defined  in  the  “Scojie  of  the 
investigations”  section  above.  To 
establish  industry  sujijiort,  the 
Jietitioner  jirovided  its  jirodnction  of  the 
domestic  like  jiroduct  in  2011  and 
comjiared  this  to  the  total  jirodnction  of 
the  domestic  like  jiroduct  liv  the  entire 
domestic  industry. The  jietitioner 
calculated  total  2011  jirodnction  of  the 
domestic  like  jiroduct  based  on  data  on 
the  volume  of  frozen  shrimji  jirodnced 
in  the  llniteil  States  in  201 1  from  the 


'  ‘  Fur  ii  discussion  of  the  doino.slic  like  product 
anaivsis  in  those  casus,  .sou  “Counlorvailiug  Dulv 
Invostigation  luitiatiou  (lux:klist:  (iortain  Frozen 
Warmwaler  .Shrimp  from  the  I’eople's  Republic  of 
Ohina"  {“(Ihina  Inilialian  (IheeklisI  ").  at 
.Altaclmienl  II.  .Anaivsis  of  Indusirv  .Support  for  Ihe 
I’elilions  Ciovering  Certain  Frozen  Warmwaler 
.Shrimp  from  Ihe  I’eople's  Republic  of  (liina. 
Feuador.  India.  Indonesia.  Malavsia.  Thailand,  and 
Vietnam  (".Attachment  11"):  "Countervailing  Duly 
Investigation  Initiation  (;h(H:klisl:  (iertain  Frozen 
Warmwater  Shrimp  from  Feuador"  {''ncuador 
Inilialian  (iberklisi  ").  at  .AllachmenI  11: 
“Countervailing  Dulv  Investigalion  Initiation 
(liecklist:  (iertain  Frozcai  Warmwaler  .Shrimp  from 
India"  ["India  Inilialian  Checklist  "),  at  .Attachment 
II:  “(iountervailing  Dutv  Invesligation  Initiation 
Checklist:  Certain  Frozen  Warmwaler  .Shrimp  from 
Indonesia"  {" Indonesia  Inilialian  Checklist"),  at 
.AllachmenI  II:  "Countervailing  Duly  Invesligation 
Initiation  (liecklist:  (ierliun  Frozen  Warmwaler 
.Slirim|i  from  Malaysia"  {".\lidaysia  Inilialian 
Checklist"),  at  .Attachment  II:  "(aiunlervailing  Dulv 
Investigation  Initiation  Checklist:  (iertain  Frozen 
Warmwater  .Shrimp  from  Thailand"  ["Thailand 
Inilialian  Checklist"),  at  Attachment  II: 
"(ionulervailing  Dutv  Investigation  Initiation 
Checklist:  Certain  Frozen  Warmwaler  .Shrimp  from 
X'ielnam"  ["\'ielnam  Initiation  Clu:cklisl").  at 
Attachment  11.  These  checklists  are  on  file  via  I.A 
ACCFSS. 

"  See  Volume  I  of  Ihe  I’etilions.  at  1-8.  1-7.  and 
Fxhihits  1-5  through  1-7  and  1-21 :  see  cdsa  Ihe 
petitioner's  lanuarv  !).  2()i:i.  "Response  To  The 
Department's  lanuarv  4.  2()i:i  .Supplemental 
Questions  to  the  I’elilion."  at  2-8  and  Fxhihits  1- 
.SQ-4  through  l-.SCJ-ll. 
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National  Oceanic  and  Atino.splieric 
Administration  (“NOAA").  The 
^{^j)artment  contacted  NOAA  oilicials 
with  resj)ect  to  tluise  data  on  jannary  11, 
201. '1,  to  learn  tlie  means  hy  which 
NOAA  derived  tlie.se  ])roduction 
amounts.''*  The  petitioner  not(;d  in  the 
P»!titions  that  the  data  from  NOAA 
included  both  warmwater  and 
coldwater  frozen  shrimp  proces.sed  in 
2011.  To  adju.st  the  NOAA  data  to 
rellect  only  the  processing  of 
warmwater  shrimp,  the  petitioner  used 
data  on  landings  of  coldwater  shrimp 
from  the  National  Marine  Fisherii!s 
Service,  a  division  of  NOAA.  The 
j)etitioner  ex))lained  that  this  is  the 
.same  methodology  and  data  used  hy  the 
nei)artment  in  j)rior  antidumping 
investigations  on  frozen  warmwater 
shrimj).'"  We  contacted  NOAA  with 
respect  to  the  data  relied  upon  hy  the 
jMititioner,  and  are  satisfied  with  the 
(liiality  and  accuracy  of  that  data. 
However,  during  our  communications 
with  NOAA,  NOAA  provichul  us  with 
n])dated  2011  figures.  Accordingly,  we 
have  relied  u])on  the  updated  NOAA 
data  for  j)urpo.se.s  of  UKia.snring  industry 
supj)ort.'7 

On  lanuary  11. 2013,  the  CJoveriuuent 
of  Thailand  raisiul  concerns  ahout 
indu.stry  sup|)orl  during  its 
consultations  with  the  Department.'" 

On  januarv  14.  201.1.  the  Oovernment  of 
India  {“(lOl")  also  raised  concerns  ahout 
indu.stry  support  during  its 
consultations  with  the  D(!partment.'" 
The  (iOl  reiterated  tho.se  same  concerns 
in  a  letter  filed  on  January  10,  201  .’I.-" 
On  January  14.  2013.  Marine  Oold 
Products  Limited.  Thai  Union  Frozen 
Products  Public  Co..  Ltd..  Thai  Union 
Seafood  Co.,  Ltd..  Pakfood  Public 
Com|)any  Limited,  and  Thai  Koval 
Frozen  Food  Co..  Ltd.  (collectivelv, 
“Thai  Exporters”),  self-identified 
foreign  producers  and  exjjorters  of 
subject  merchandise,  also  filed  a 
submission  challenging  indu.stry 


2(u:0. 

"•  .S'c(f  Vdliiiiu;  I  III  IIh!  I’dtitions.  at  l-(i.  1-7,  and 
l'Ahil>il  1-4  (which  contains  tlic  "AO  Investigation 
Initiation  (lh(s:klist:  Ciatain  l-'ro/.on  and  (liinniul 
\Varnnvat(!r  .Shrimp  Iroin  l  hailand"  (I’nhiic 
X'ersion)  (lannarv  20.  2tl04)). 

For  Inrthor  discussion,  see  Moinorandnm  to  tin; 
File.  "National  Ociainicand  Atmospheric 
yXdministration  ("N()/\A")  .Statistics,"  (lannarv  l.S. 
2012). 

.Sfa-  'lliailand  Oonsnitation  Nhnnorandinn. 

'''.See  India  Consnltation  .Memorandum. 

-".Sffe  Ostler  Irom  tins  (lOI  dal(5d  lannarv  10.  2012. 
"l’(stilion  I’iltsd  hy  tins  Coalition  ol  (ad)' .Shrimp 
Indiislrisss  on  28  Ocscemlxsr  2012  s(sekin(>  initiation 
ol  a  counterr  ailin^  duty  investigation  against 
imports  otCcsrtain  Frozssn  Warnnvalisr  .Shrimp  Irom. 
inter  alia.  India." 


support.  On  January  1.5,  2013,  the 
(Jovernment  of  Vietnam  commented  on 
industry  support  during  its 
consultations  with  the  Department.-' 

On  Jiimiary  15.  2013,  the  ])etitioner  fihul 
a  rttspon.se  to  the  Thai  Exiiorters’ 
indu.stry  .su])i)ort  challenge.  On  Jiiiuiary 
10,  2013,  the  Setafood  Exports 
Association  of  India,  an  ;i.ssociation  of 
foreign  ])roducer.s  iind  (txporters  of 
subject  merchandise,  also  filed  a 
suhmission  challenging  industry 
.su])i)ort.  On  Jamuiry  17,  2013,  the 
])etitioner  filed  a  response  to  the  CiOl’s 
iettt!!’.^- 

Pased  on  information  provided  in  the 
Petitions,  supjilemental  suhmi.ssions, 
and  other  information  readily  available 
to  the  Department,  we  determine  that 
the  petitioner  has  met  the  statutory 
criteria  for  indu.stry  support  under 
section  702(c)(4)(A)(i)  of  the  Act 
hticause  the  domestic  ])roducer.s  (or 
workers)  who  suiiport  the  Ptditions 
account  for  at  htast  25  ]K!rcent  of  the 
total  jiroduction  of  the  domestic  like 
product.-'  Eased  on  information 
])rovid(!d  in  the  Petitions  and 
supplemental  suhmi.ssions.  tlu;  domestic 
producers  and  workers  have  met  the 
statutory  crittnia  for  industry  supjiort 
under  section  702(c)(4)(A)(ii)  of  the  Act 
because  the  domestic  producers  (or 
workttrs)  who  support  the  Petitions 
account  for  more  than  50  percent  of  the 
production  of  the  domestic  like  jiroduct 
produced  hy  that  jiortion  of  the  industrv 
ex])re.s.sing  sujijiort  for,  or  opposition  to, 
the  Petitions.  Accordingly,  the 
D(!j)artm(!nt  detttrmines  th.it  the 
Petitions  wttre  filed  on  behalf  of  the 
domestic  indu.stry  within  the  m(;aning 
of  .s(!Ction  7()2(b)(l)  of  the  Act.--* 

The  D(^])artment  finds  that  the 
])etitioner  filed  the  Petitions  on  behalf  of 
the  domestic  indu.stry  hticause  it  is  an 
interested  jiarty  as  defined  in  section 
771(9)(E)  of  the  Act  and  it  has 
demonstrated  sufficient  industry 
supitort,  ])ur.suanl  tosciction  771(4)(E)  of 
the  Act,  with  resjKict  to  the  CiVD 
invcistigations  tluit  it  is  r(;(|uesting  the 
Department  initiate.--'* 


Injury  Test 

Pecaiise  China,  Ecuador,  India. 
Indoiuisia,  Malaysia,  Thailand,  and 
Vietmim  are  ".Subsidies  Agreenuiiit 
(iountries”  within  the  meaning  of 
.section  701(1))  of  the  Act,  section 
701  (a)(2)  of  the  Act  a])])lies  to  these 
investigations.  Accordingly,  the  ITC 
must  determine  whether  imports  of  the 
subject  merchandise  from  Chiiiit, 
Ecuador,  India,  Indonesia,  Malaysia, 
Thailand,  and  Vietnam  materially 
injure,  or  threaten  material  injury  to,  a 
U..S.  industry. 

Allegations  and  Evidence  of  Material 
Injury  and  Causation 

'Fhe  petitioner  alleges  that  im])ort.s  of 
the  subject  merchandise  are  henefitting 
from  counterviiilahle  subsidies  and  that 
such  imports  are  causing,  or  threaten  to 
cause,  material  injurv  to  the  U.S. 
indu.stry  ])roducing  the  domestic  like 
product.  The  ])etitioner  alleges  that 
subject  im])orts  from  China  and  Vietnam 
exceed  the  negligibility  threshold 
])rovided  for  under  .section  771(24)(A)  of 
the  Act.  In  addition,  the  petitioner 
alleges  that  subject  ini])ort.s  from 
Ecuador,  India,  Indonesiii,  Malaysia, 
and  Thailand  exceed  the  negligibility 
threshold  provided  for  under  section 
771(24)(P)  of  the  Act,  which  .states  that 
in  countervailing  dutv  ])etitions, 
im|)ori.s  of  subject  merchandise  from 
develo])ing  countries  must  exceed  the 
negligibility  thre.shold  of  4  percent. 

'I’he  jtetitioner  contends  that  the 
industry’s  injured  condition  is 
illustrated  hy  reduced  market  share; 
underselling  and  price  depre.ssion  or 
suppression;  lost  sales  and  revenue; 
reduced  shipnumts  and  jiroduction; 
increased  inventories;  decline  in 
financial  jjerformance;  and  reduction  in 
employment  data  and  wages  paid.-"  We 
have  a.ssessed  the  allegations  and 
.su])porting  evidence  regarding  material 
injurv.  threat  of  material  injurv,  and 
causation,  iind  we  have  determined  that 
these  allegations  are  i)roj)erly  supjxtrted 
hy  adetpiate  evidence  and  meet  the 
statutorv  retpiirements  for  initiation. 


See  VoliiiiK!  I  ol  tlio  I’otitions,  at  1-1 1  throuHli 
l-.S?  and  F;xliil)its  1-1 1 .  1-12  throiigh  1-22.  and 
(aMioral  Issues  .Sn|j|il(!in(;nl.  at  1.  (>-7  and  Fxliiliits 
I-.SQ-1.  I-.SQ-2.  I-.SQ-12.  and  l-.SCf-Kl. 

See  China  Inilialian  Checklist,  licnaclar 
Initiation  Checklist.  India  Initiation  Checklist. 
Indonesia  Initiation  Checklist.  .Malaysia  Initiation 
Checklist.  Thailand  Initiation  Cln^cklist.  iind 
Vietnam  Initiation  Checklist,  iit  Attiicinnont  III. 
Aiiiilvsis  ol  Allogiitions  .md  Fvidonco  ol  Miitoriid 
Injury  and  (lausation  Idr  the  I’elitions  (lovuring 
(Anliiin  Frozen  Warmwater  Sliriini)  Irom  the 
l*eo|)le's  Ke|Hil)lk:  ol  (diinii.  Feuiidor.  India. 
Indonesia.  Malaysia.  Thailand,  .nid  the  .Soci.disl 
Kepuhlic:  ol  Vietnam. 


-'  .See  Vieln.un  Consult.ition  Memorandum. 

For  lurlher  discussion  olTlie.se  suhmissions,  see 
China  Initiation  Checklist.  Ecuador  Initiation 
Checklist.  India  Initiation  Checklist.  Indonesia 
Initiation  Checklist.  M(davsia  Initiation  Chei:klisl. 
TIunland  Initiation  Checklist,  iind  Vii^tnam 
Initiation  Checklist,  at  Attachment  II. 

-■'See  China  Iniliidion  Checklist.  Senador 
Initiation  Ch(u:kli.sl.  India  Initiation  Ch(s:klisl. 
Indonesia  Initiation  Checklist.  .Malaysia  Initiation 
Checklist.  Thailand  Initiation  Checklist,  iind 
Vietnam  Initiation  Checklist,  at  yXllachment  II. 

See  id. 

See  id. 


''’.See  Memorandum  to  the  File  Irom  Vicki  F'Ivnn. 
Ollice  olT’olicy.  Kegiirding  National  Oceanic  and 
Atmospheric  Administration  .Statistics  (lanuary  11. 
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Initiation  of  (Countervailing  Duty 
Investigations 

Section  7()2(1))(1)  of  the  Act  recjuires 
the  Department  to  initiate  a  CCVD 
investigation  wlienever  an  interest(!(l 
|)artv  fil(;s  a  CCVD  ])etition  on  l)ehalf  of 
an  industry  that:  (1)  alleges  the  elements 
necessary  for  an  im])osition  of  a  dutv 
under  section  701  (a)  of  tin;  Act;  and  (2) 
is  accom])anied  hy  information 
reasonably  available  to  the  petitioner 
supporting  the  allegations. 

In  the  Petitions,  the  petitioner  alleges 
that  ])roducers  of  frozen  .shrimp  in 
(China,  Ecuador,  India,  Indonesia, 
Malaysia,  Thailand  and  Vietnam 
Ixmefited  from  coimtervailahle  subsidies 
bestowed  by  their  resjiective 
governments.  In  addition  to  subsidies 
allegedly  ])rovided  to  proc(;ssors  of 
frozen  shrimj),  tin;  Petitions  include 
subsidies  allegedly  jnovided  to 
jjroducers  of  fresh  shrimj).  According  to 
the  petitioner,  the  producers  of  frozen 
shrim])  often  have  their  own  integrated 
a(piacnlture  operations  or  are  cro.ss- 
owned  with  farming  operations  that 
su]3])lv  fresh  shrimp.^'*  In  thesi; 
situations,  the  ])etitioner  states  that 
subsidies  tied  to  the  ])roduction  of  fresh 
shrimp  will  he  attributed  to  the 
processed  product,  citing  It)  (CFR 
:i51.52.5(I))(5)(ii)  and  351 .525(h){(>)(iv). 
(With  respect  to  cro.ss-owned  suppliers 
of  fresh  shrimp  and  the  recjuirements  of 
It)  CFR  351.525(h)(h)(iv).  the  jjetitioner 
jjoints  to  the  ITCC’s  finding  that  fre.sh 
shrimp  is  overwhelmingly  used  to 
produce  frozen  shrimp-’*  in  su])i)orl  of 
its  claim  that  fresh  shrimj)  is  “])rimarily 
dedicated”  to  the  frozen  jjroduct.) 

Alternatively,  the  ])etitioner  claims 
that  the  Department  should  investigate 
subsidies  to  producers  of  fresh  shrimj) 
and  deem  such  subsidies  to  he  |)rovided 
witli  res])ect  to  the  frozen  jjroduct  under 
.section  771 B  of  the  Act,  which 
addresses  ])rocessed  agricultural 
j)roducts  (including  fishery  j)roducts). 

In  suj)])ort.  the  ])etitioner  claims  that:  (i) 
The  demand  for  fresh  shrimj)  is 
.substantially  dependent  on  the  demand 
for  frozen  shrimj)  and  (ii)  the  j)roce.s.sing 
of  the  fre.sh  shrimj)  into  frozen  shrimj) 
adds  limited  value  and  the  essential 
character  of  the  raw  j)roduct  is  not 
changed.  In  suj)j)ort,  the  j)etitioner 
refers  to  the  above-cited  finding  by  the 
ITC  and  to  its  finding  that  j)roce.ssing 


-"’rlu!  iHilitioHi!!'  tins  providiul  siippiirliiig 
iiiloi'iiiiition  for  lliosi!  claims  in  cacti  ol  the 
petitions.  I’d  I' a  lull  discussion,  .sec- 1  lie  Initidticm 
(^Itocklisl  lor  each  caiimtrv. 

-‘'U..S.  luteruatioual  I'rade  Commission.  Frozen 
W'anmviitor  Shrimp  froiii  Urtr/.il.  Chino.  Indio. 
Thoilond.  ond  Violnoin.  Inv.  Nos.  7;tl-TA-II)ti:t. 
101)4,  lOOli-lOOB  (Review).  U.SITC  I’uh.  4221 
(March  2011)  [Shrimp  Al)  Snnsol]  at  0. 


adds  10-24  jiercent  of  the  final  value.’"' 
According  to  the  jietilioner,  the 
Dejiarltnent  has  jireviotisly  found  this 
level  of  value  added  to  he  limited.’*' 
Moreover,  the  jietitioner  states  that  the 
e.sseiitial  character  of  the  fre.sh  shrimj)  is 
not  changed  with  j)roce.s.sing.  Ba.sed  on 
the  j)etitioner’s  allegtition  in  each  of  the 
Petitions  rttgarding  the  relationshij) 
between  fre.sh  and  frozen  shrimj),  the 
Dej)ttrtment  is  including  in  its 
itivestigations  j)rogram.s  that  allegedly 
j)rovide  subsidies  to  j)roducer.s  of  fre.sh 
shrimj)  as  well  as  j)rogram.s  that 
allegedly  j)rovide  subsidies  to  j)roducers 
of  frozen  shrimj). 

The  Dej)artment  has  examined  the 
Petitions  on  frozen  shrimj)  from  China, 
Ec:uador,  India,  Indonesia.  Malaysia, 
Thailand  and  Vietnam  and  finds  that 
they  comj)ly  with  the  requirements  of 
section  7()2(1))(1)  of  the  Act.  Therefore, 
in  accordance  with  section  702(1))(1)  of 
the  Act,  we  are  initiating  (AdJ 
investigations  to  determine  whether 
manufacturers,  j)roducer.s,  or  exj)orter.s 
of  frozen  shrimj)  from  the  (ihina, 
Ecuador,  India,  Indonesia,  Malaysia, 
Thailand  and  V^ietnam  ret:eive 
coimtervailahle  subsidies. 

The  Peoj)le’s  Kejiublic  of  (ihina 

Ba.sed  on  our  review  of  the  Petition, 
we  find  that  there  is  sufficient 
information  to  initiate  a  (WD 
investigation  of  25  alleged  j)rogram.s. 

For  the  other  five  j)rogram.s.  we  have 
determined  that  the  reijuirements  for 
initiation  have  not  been  met.  Fora  full 
discussion  of  the  basis  for  our  decision 
to  initiate  or  not  initiate  on  each 
j)rogram,  see  CAiiivi  Initiation  (Checklist. 

Ecuador 

Ba.sed  on  our  review  of  the  Petition, 
we  find  that  there  is  sufficient 
information  to  initiate  a  CVD 
investigation  of  .seven  alleged  j)rogram.s. 
For  the  other  two  j)rogram.s.  we  have 
determined  that  the  reijuirements  for 
initiation  have  not  been  met.  For  a  full 
discu.ssion  of  the  basis  for  our  decision 
to  initiate  or  not  initiate  on  each 
j)rogram,  see  Ecuador  Initiation 
Checklist. 

India 

Based  on  our  review  of  the  Petition, 
we  find  that  there  is  sufficient 
information  to  initiate  a  (iVD 
investigation  of  21  alleged  j)rogram.s. 
For  one  other  j)rogram,  we  find  that 


"'Shrimp  Al)  Son.'iol  ill  'riihln  lll-l  I . 

*'  TIu!  polilionor  cilc.s,  liice  From  Thoilond:  Finol 
llosnlts  oj  CountervoiUn"  Duly  Adminisirolive 
lloviow.  5()  FR  ()}t.  (ii)  (liinuiirv  2.  liliU)  iind  Fimd 
Affirmoliva  Comdervoilin}'  Duly  Delorminolion: 
Fresh.  Chilled,  ond  Frozen  Fork  from  Conodo.  .S4 
FR  ;)0774.  ;i077.S  (Inly  24.  lilHil). 


there  is  sufficient  evidence  to  initiate  on 
j)art  of  the  allegation  hut  that  there  is 
not  sufficient  evidence  to  initiate  on 
another  j)art  of  the  allegation.  For  one 
j)rogram,  we  have  determined  that  the 
requirements  for  initiation  have  not 
been  met.  f’or  a  full  discussion  of  the 
basis  for  our  decision  to  initiate  or  not 
initiate  on  each  j)rogram,  see  India 
Initiation  Checklist. 

Indonesia 

Based  on  our  review  of  the  Petition, 
we  find  that  there  is  sufficient 
information  to  initiate  a  (iVD 
investigation  of  14  alleged  j)rogram.s. 

The  j)etitioner  al.so  made  a  sufficient 
allegation  of  debt  forgivene.ss  and 
imcreditworthiness  regarding  a  certain 
Indonesian  j)roducer/exj)orter  of  .subject 
merchandise.  We  intend  to  investigate 
the.se  allegations  if  this  comj)any  is 
selected  as  a  mandatory  comj)any 
re.sj)ondent  in  the  investigation.  For  one 
j)rogram,  we  have  determined  that  the 
requirements  for  initiation  have  not 
been  met.  For  a  full  discu.ssion  of  the 
basis  for  our  decision  to  initiate  or  not 
initiate  on  each  j)rogram.  see  Indonesia 
Initiation  Ch ecklis t . 

Malaysia 

Ba.sed  on  our  review  of  the  Petition, 
we  find  that  there  is  sufficient 
information  to  initiate  a  (iVD 
investigation  of  18  alleged  j)rogram.s. 
l‘’or  the  other  two  j)rogram.s,  we  have 
determined  that  the  requirements  for 
initiation  have  not  been  met.  Fora  full 
discussion  of  the  basis  for  our  decision 
to  initiate  or  not  initiate  on  each 
j)rogram,  see  Malavsia  Initiation 
Checklist. 

Thailand 

Based  on  our  review  of  the  Petition, 
we  find  that  there  is  sufficient 
information  to  initiate  a  CiVD 
investigation  of  12  alleged  j)rogram.s. 

For  the  other  three  jirograms.  we  have 
determined  that  the  requirements  for 
initiation  have  not  been  met.  For  a  fidl 
discussion  of  the  basis  for  our  decision 
to  initiate  or  not  initiate  on  each 
j)rogram.  see  Thailand  Initiation 
Checklist. 

Vielnam 

Based  on  our  review  of  the  Petition, 
we  find  that  there  is  sufficient 
information  to  initiate  a  (iVD 
investigation  of  20  alleged  j)rogram.s. 

For  two  j)rogram.s.  we  have  determined 
that  the  reijuirements  for  initiation  have 
not  been  met.  For  a  full  di.scus.si()n  of 
the  basis  for  our  decision  to  initiate  or 
not  initiate  on  each  j)rogram.  see 
Vietnam  Initiation  Checklist. 


5420 


Federal  Register/ Vol.  78,  No.  17/Friday,  )aniiarv  25,  2018 /Notices 


A  public  version  of  the  initiation 
checklists  for  each  investigation  is 
available  at  http://i(i.itci.d()c.ij,()v/i(i- 
lii^hli}ihts-(ind-n(^\\'s.lUmI). 

Respondent  Selection 

For  the.se  investigations,  the 
D(!j)artinent  expects  to  select 
nispondents  based  on  U.S.  (aistonis  and 
border  Protection  (CUP)  data  for  U.S. 
imports  of  subject  merchandise  during 
the  period  of  investigation  under  the 
following  Harmonized  Tariff  .Schedule 
of  the  United  .States  (HI'.SU.S)  numbers: 
():i(Hi.i8.()o.():i.  ()80(>.i:i.()().()(>. 
0:i()(i.i:i.0().0‘).  0308.1 8.00.1 2. 
0300.13.00.15.  0300.13.00.18, 

0300.1 3.00.21 .  0300.1 3.00.24, 
0300.13.00.27.  0300.13.00.40, 
1005.20.10.10.  and  1005.20.10.30. 

We  intend  to  release  the  CBP  data 
under  Administrative  Protective  Order 
(APO)  to  all  parties  with  acce.ss  to 
information  protected  by  APO  shortly 
after  the  announcement  of  these  case 
initiations.  Interested  parties  may 
.submit  comments  regarding  the  CBP 
data  and  respondent  selection  within 
seven  calendar  days  of  j)id)licalion  of 
this  notice.  Comments  must  be  filed 
electronically  using  lA  AfX^ES.S.  An 
electronically  filed  document  must  be 
received  snccessfnlly  in  its  entirety  by 
the  Di!j)artment’s  ehictronic  recorcls 
.system,  lA  AfXiESS.  by  5  p.m.  Eastern 
time  by  the  date  notixl  above. 

Hocnments  excejMed  from  the  electronic 
snbmi.ssion  requirements  must  be  filed 
mannally  (/.e..  in  paper  form)  with  the 
hnj)ort  Admini.stration’s  APO/Dockets 
Unit.  Room  1870,  U.S.  D(!j)artment  of 
Commerce.  14th  .Street  and  Constitution 
Avenue  N\V..  Washington,  DC  20230. 
and  .stain j)ed  with  the  date  and  time  of 
recei])t  by  the  diiailline  noted  above.  We 
intend  to  make  onr  decision  regarding 
resjiondent  selection  within  20  days  of 
publication  of  this  Federal  Register 
notice.  Interested  parties  must  submit 
applications  for  disclosure  under  APO 
in  accordance  with  19  CFR  351.305(b). 
Instructions  for  filing  such  ajijilications 
may  be  found  on  the  Department’s  Web 
site  at  hHp://i(i.H(i.d()(:.f>()v/(ipo. 

Distribution  of  Copies  of  the  Petitions 

In  accordance  with  section 
702(b)(4)(A)(i)  of  the  Act  and  19  CFR 
351.202(f),  cojiies  of  the  public  version 
of  the  Petitions  have  been  jirovided  to 
the  repre.sentatives  of  the  Covermnents 
of  China.  Ecuador.  India,  Indonesia. 
Malaysia.  Thailand,  and  Vietnam. 
Because  of  the  jiarticnlarly  large  number 
of  prodncers/exporters  identified  in  the 
Petitions,  the  Department  considers  the 
.service  of  the  jmblic  version  of  the 
Petitions  to  the  foreign  producers/ 
exporters  satisfied  by  the  delivery  of  the 


public  versions  of  the  Petitions  to  the 
Covermnents  of  China.  Ecuador.  India. 
Indonesia.  Malaysia.  Thailand,  and 
Vietnam,  consistent  with  19  CFR 
351.2()3(c)(2). 

IT(]  Notilication 

W'e  have  notified  the  FIX'  of  onr 
initiation,  as  reipdred  by  .section  7()2(d) 
of  the  Act. 

Preliminary  Determinations  by  the  ITC 

The  ITC  will  preliminarily  determine, 
within  45  days  after  the  date  on  which 
the  Petitions  were  filed,  whether  there 
is  a  reasonable  indication  that  im})orts 
of  subsidized  frozen  shrimji  from  China. 
Ecuador.  India.  Indonesia.  Malaysia, 
Thailand,  and  Vietnam  are  materially 
injuring,  or  threatening  material  injury 
to.  a  U.S.  indnstrv.-’^  Negative  ITC 
tleterminations  with  resjaict  to  any 
country  will  result  in  the  inve.stigation 
being  terminated  for  that  country: 
otherwise,  the.se  investigations  will 
proceed  according  to  statutory  and 
regnlatorv  time  limits. 

Notification  to  Interested  Parties 

InterestcKl  jiarties  must  submit 
ajiplications  for  di.sclosnre  under 
protective  orders  in  accordance  with  19 
CFR  351.305.  On  )annarv  22.  2()()8,  the 
Dejiartment  published  Antidumping 
and  (ioiintnivniling  Didv  Procnndings: 
Docinnnnts  Snhinission  Procndinvs; 

APO  Procndnrns,  73  FR  3034.  Parties 
wishing  to  particijiate  in  this 
investigation  should  ensure  that  they 
meet  the  reipiirements  of  these 
jirocednres  (e.g..  the  filing  of  letters  of 
appearance  as  discussed  at  19  (’,FR 
351.1()3(d)). 

Any  jiarty  submitting  factual 
information  in  an  AD  or  CVD 
liroceeding  must  certify  to  the  accuracy 
and  completene.ss  of  that  information.  *•* 
Parties  are  hereby  reminded  that  revi.sed 
certification  reipiirements  are  in  effect 
for  comjiany/government  officials,  as 
well  as  their  rejiresentatives,  in  all 
segments  of  any  AD  or  CVD  jiroceedings 
initiated  on  or  after  March  14,  2011.''^ 
The  formats  for  the  revi.sed  certifications 
are  provided  at  the  end  of  the  Interim 
Fiiml  Hide.  I’Xireign  governments  and 
their  officials  may  continue  to  submit 
certifications  in  either  the  format  that 
was  in  use  prior  to  the  effective  date  of 
the  Interim  Fimd  Hide,  or  in  the  format 


‘-.SV'(?st!(;li()n  7():i(a)(2)  ol  llii!  Act. 

Siu‘  section  782(1))  ol  llui  Act. 

'■>  Scr  (.'ifrtificalion  of  l•'(n:t mil  Inihrntiitian  for 
ImfMirt  Administration  dnrin>’  /Xntidnnipin"  and 
(k>nntor\'ailin<>  Duty  nmco(‘din}’s:  Intoriin  Final 
Itnlo.  7(>  FR  74(11  (Februiirv  10.  2011)  (Interim  Final 
Halo),  iimondiii”  10  Cl'K  :1.‘>1  .:U):1({>)(1 )  <iiul  (2). 


provided  in  the  Interim  Final  Hiile.  '^' 

The  Department  intends  to  reject  factual 
iiiformation  submissions  if  the 
.submitting  jiarty  does  not  comply  with 
the  revi.sed  certification  re(|uirements. 

This  notice  is  i.ssued  and  published 
pursutuit  to  section  777(i)  of  the  Act. 

Dated:  jaiuiarv  17.  201 :). 

Paul  Picfuado, 

Assislanl  Secivlary  for  Iniporl 
.((Iniinislralion. 

Appendix  I 

Scope  of  the  Investigations 

The  scoiie  ol  tliese  investigations  is  certain 
frozen  warinwater  slirini))  and  jirawns, 
wliether  wild-caught  (oceiin  harvested)  or 
farm-raised  (produced  by  a(|Uiicultnre).  head- 
on  or  head-off.  shell-on  or  jieeled.  tail-on  or 
tail-off.  deveined  or  not  devtnned.  cooked 
or  raw.  or  otherwise  processed  in  frozen 
form,  regardless  of  size. 

The  frozen  wiirmwater  shrini])  and  ])rawn 
|)rodncts  includtul  in  the  scojie.  regiirdless  of 
definitions  in  the  I larmoniztul  'I’ariff 
.Schedule  of  the  United  .States  (“HT.SUS”), 
are  ])rodnf:ts  which  are  jirocessed  from 
warinwater  shrimj)  and  prawns  through 
freezing  and  which  are  sold  in  any  count 
size. 

The  |)roducls  described  above  mav  he 
processed  from  anv  s])ecies  of  warinwater 
shrimp  and  imiwns.  Warinwater  .shrim|)  and 
prawns  are  generally  classified  in.  but  are  not 
limiti'd  to.  the  Peiuieidao  lainily.  .Some 
examples  of  the  farmed  and  wild-caught 
wiirmwiiter  siiecies  include,  hut  are  not 
limited  to.  whiteleg  shriiii])  (Peiiaeiis 
vannoniei],  banana  jirawn  {Peiuieus 
niergiiiensis),  fleshy  iiniwn  (Peiiaeiis 
cliiiwnsis).  giant  river  jirawii 
{Mdcrotndcliiiini  rosenimrgii).  giant  tiger 
pniwn  (Peiiaeiis  nionodoii).  redsjiotted 
sliriiu])  (Penaeas  Imisiliensis),  southern 
brown  shrimi)  [Petuieiis  siildilis).  southern 
pink  shrimjj  [Penaeas  nolialis],  southern 
rough  slirim|3  (Tracliypenaeas  carvirostris). 
southern  white  shrimp  [Penaeas  schniilti), 
blue  shrimp  [Penaeas  slvliroslris).  western 
while  shrimi)  [Penaeas  occidenlalis),  and 
Indian  white  pniwn  [Penaeas  indicas). 

Frozen  shrimp  and  jirawns  that  are  packed 
with  marinade,  spices  or  sauce  are  included 
in  the  scojie.  In  addition,  food  pre))aralions 
(including  dusted  shrimp),  which  are  not 
"|)repared  meals."  that  contain  more  than  20 
percent  by  weight  of  shrini))  or  iirawn  are 
also  included  in  the  scope. 

Excluded  from  the  scojie  are:  (1)  Breaded 
shrimp  and  prawns;  (2)  shrini])  and  i)rawns 
generally  classified  in  the  Pandalidae  lamily 
and  commonly  referred  to  as  coldwater 
shrimp,  in  any  state  of  ])rocessing;  (:i)  fresh 
shrini])  and  ])rawns  whether  shell-on  or 
])eeled:  (4)  shrimj)  and  ])rawns  in  ])re])ared 
meals:  (5)  dried  shrini])  and  ])rawns;  (0) 


‘■’.Sec  Cortificalion  of  Faolnai  Information  to 
Import  Administridion  Darin)’  Antidian/iin)’  and 
Countoivailiii)’  Daty  Procoodin)’s:  Saiiidomontal 
Interim  Final  Hale.  70  FR  .'j40()7  (.Sciitemlior  2. 
2011). 

■“•‘'Tails"  in  this  context  means  tlin  tail  fan, 
wliicti  incindes  the  telson  and  tlie  uro))ods. 
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caniKul  \vami\vat(!r  sliriiiij)  and  prawns:  and 
(7)  caulain  “Ijatlarcd  shrini]/’  (son  below). 

“Hattonnl  slirimp”  is  a  shrim])-l)as(!d 
])rodiu;t:  (1)  ’I'lial  is  producaul  Iroin  lr(!sh  (or 
lliawcd-lrom-l'ro/.cn)  and  ijcoUul  sbriin)):  (2) 
to  which  a  “dusting"  layer  of  rice  or  wluial 
flour  of  at  l(!asl  d.'j  perccuit  purity  has  been 
a|)i)lied:  (3)  with  the  entin;  surface  of  tin; 
shrimp  flesh  thoroughly  and  evenly  coated 
with  the;  flour;  (4)  with  tin;  non-shrimp 
content  of  the  end  product  constituting 
Ixdweim  four  and  It)  |)ercent  of  the  prodiK:t’s 
total  weight  after  being  dusted,  hut  prior  to 
being  frozen:  and  (.a)  that  is  suhjec.ted  to 
individually  (piick  frozen  ("IQl''")  freezing 
immediately  after  a])|)lication  of  tin;  dusting 
layer.  Wluai  dusted  in  acc;ordanc:e  with  tin; 
definition  of  dusting  above;,  the;  hatt(;red 
shrimp  ])roduct  is  also  coat(;d  with  a  wet 
viscous  layer  containing  egg  and/or  milk,  and 
|)ar-fried. 

The  products  included  in  the  scoi)o  of 
these  investigations  are  curn;ntly  classified 
under  the  following  H  I'.SllS  subheadings: 
030(>.1 7.1)0.03.  0300.17.00.00.  0300.17.00.09. 
0300.17.00.12.  0300.17.00.1.5.  0300.17.00.18. 
0300.17.00.21 , 0300.1  7.00.24.  0300.1 7.00.27. 
0300.17.00.40,  100.5.21.10.30  and 
100,5.29.10.10.  These  HTSIJS  suhh(;adings 
are  pn)vid(;d  for  convenience  and  for 
customs  ])ur|)ost;s  only  and  are  not 
dispositive,  hut  rather  the  written  description 
of  the  scope  is  dispositive. 

IKK  Dec.  21)1  :)-l)l. 579  Kihal  l-24-i:i;  8:45  am) 
BILLING  CODE  3510-DS-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

Proposed  Information  Collection; 
Comment  Request;  NOAA’s  Teacher  at 
Sea  Program 

agency;  National  Oceanic  and 
Atino.spheric  Admini.stration  (NOAA). 
Commerce. 

ACTION:  Notice. 

SUMMARY:  The  Department  of 
Commerce,  a.s  jiart  of  its  continuing 
effort  to  reduce  paperwork  and 
respondent  burden,  invites  the  general 
public  and  other  Federal  agencies  to 
take  this  o])]K)rtunity  to  comment  on 
jirojiosed  and/or  continuing  information 
collections,  as  reijiiired  hv  the 
Pajierwork  Reduction  Act  of  1995, 
Public  Law  104-13  (44  IJ.S.C. 
35()0(c)(2)(A)). 

DATES:  Written  comments  must  he 
.submitted  on  or  before  March  20,  2013. 

ADDRESSES:  Direct  .ill  written  comments 
to  Jennifer  Jessup,  Dejiartmental 
Ptiperwork  Clearance  Officer, 
Department  of  Commerce,  Room  0010, 
14th  and  Constitution  Avenue  NW., 
Wasliington,  DC  20230  (or  via  the 
Internet  at  JI(issiip@doc.gov). 


FOR  FURTHER  INFORMATION  CONTACT: 

Reipiests  for  additional  information  or 
copies  of  the  information  collection 
instrument  and  instructions  should  he 
directed  to  Jennifer  Hammond,  (301) 
713-0353,  or 

j(uinifer.hanim()n(i@n()(i(t.}>()v. 

SUPPLEMENTARY  INFORMATION: 

I.  Abstract 

This  nujuest  is  for  extension  of  a 
current  information  collection. 

NOAA  provides  educators  an 
op]K)rtunity  to  gain  first-hand 
experience  with  field  research  activities 
through  the  NOAA  Teacher  at  Sea 
Program.  Through  this  program, 
educators  spend  up  to  4  weeks  at  sea  on 
a  NOAA  research  vessel,  partici])ating 
in  an  on-going  research  project  with 
NOAA  scientists.  3’he  application 
solicits  information  from  intei’ested 
etlucators:  basic  personal  information, 
teaching  experience  and  ideas  for 
ap])lying  ])rogram  experience  in  their 
cias.sroom.s,  plus  two  recommendations 
and  a  NOAA  Health  Services 
Qne.stionnaire  recpiired  of  anyone 
selected  to  ])articipate  in  the  program. 
Once  educators  are  selected  and 
])articipate  on  a  cruise,  thev  write  a 
report  detailing  the  events  of  the  cruise 
and  ideas  for  c:las,sroom  activities  based 
on  what  they  learned  while  at  sea. 

The.se  materials  are  then  made  available 
to  other  educators  so  they  may  benefit 
from  the  experience,  without  actuallv 
going  to  sea  themselves.  NOAA  does  not 
collect  information  from  this  univer.se  of 
respondents  for  any  other  })urpose. 

II.  Method  of  (Collection 

Forms  can  he  comideted  online  and 
submitted  electronically,  and/or  printed 
and  mailed. 

III.  Data 

OMB  CJontroI  Number:  0948-0283. 

Form  Numbor:  None. 

Tvpo  of  Beviow:  Regular  submission 
(extension  of  a  current  information 
collection). 

Affoctod  Public:  Individuals  or 
hou.seholds. 

Estimated  Number  of  Respondents: 
375. 

Estimated  Time  per  Hesjxmse:  45 
minutes  to  read  and  com])lete 
applit:ation,  15  minutes  to  complete  a 
Health  Services  Questionnaire,  15 
minutes  to  deliver  and  di.scuss 
recommendation  forms  to  ])ersons  from 
whom  recommendations  are  being 
recpte.sted,  15  minutes  for  tho.se  persons 
to  comj)lete  a  recommendation  form, 
and  2  hours  for  a  follow-up  re])ort. 

Estimated  Total  Annu(d  Burden 
Honrs:  309. 


Estimated  Total  Annual  Cost  to 
Public:  $22^. 

IV.  Request  for  (Comments 

(Comments  are  invited  on:  (a)  Whether 
the  pro])osed  collection  of  information 
is  necessary  for  the  ])roper  iierformtmce 
of  the  functions  of  the  agency,  including 
whether  the  information  shall  have 
|)ractical  utility;  (h)  the  accuracy  of  the 
agency’s  estimate  of  the  burden 
(including  hours  and  cost)  of  the 
])ropo.sed  collection  of  information:  (c) 
ways  to  enhance  the  (|uality,  utility,  and 
clarity  of  the  information  to  he 
collei:ted;  and  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  respondents,  including  through  the 
use  of  automated  collection  techniques 
or  other  forms  of  information 
technology. 

Comments  submitted  in  response  to 
this  notice  will  he  sinmnarized  and/or 
included  in  the  request  for  OMB 
approval  of  this  information  colh;ction: 
they  also  will  become  a  matter  of  public 
record. 

Dated;  lamiary  22.  2013. 

(iwellnar  Banks. 

Mdiui^emeiit  AiiaIvsI.  Office  of  the  Chief 
Infornui lion  ( )fficer. 

IKK  Doc.  2 in 3-0 1.501  Filed  1-24-13:  8:45  ainl 
BILLING  CODE  3510-22-P 

DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

RIN  0648-XC459 

Mid-Atlantic  Fishery  Management 
Council  (MAFMC);  Meetings 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Admini.stration  (NOAA), 
Commerce. 

ACTION:  Notice  of  public  meeting. 

SUMMARY:  The  Mid-Atlantic  Fishery 
Management  Council  (Council)  and  its 
Ecosystem  and  Ocean  Flanning 
Committee  will  hold  public  meetings. 
DATES:  The  meetings  will  he  held 
Fehruarv  12,  2013,  through  Fehruarv  14, 
2013.  For  specific  dates,  times,  and 
agenda,  see  SUPPLEMENTARY 
INFORMATION. 

ADDRESSES:  Emha.ssy  Suites  Hampton 
Roads,  1700  Coli.seum  Drive,  Hampton, 
VA  23000;  telephone:  (757)  827-8200. 

Council  Address:  Mid-Atlantic 
Fishery  Management  Council.  800  N. 
State  St..  Suite  201,  Dover,  DE  19901; 
telephone:  302-074-2331 . 

FOR  FURTHER  INFORMATION  CONTACT: 
Christopher  M.  Moore,  Fh.D.  Executive 
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l)irw:tor,  Mid-Atlantic  Fishery 
Management  Council;  tehjphone:  302- 
520-52.5.5. 

SUPPLEMENTARY  INFORMATION: 

Dates,  Times,  and  Agenda 

On  Tuesday,  February  12 — The 
Fcosystem  and  Ocean  Planning 
(’.ommittee  will  meet  from  10  a.m.  until 
12  p.m.  The  (>)imcil  will  convene  at  1 
|).m.  Amendment  15  to  the  Mackerel. 
.Stpiid.  and  Bntterfish  Fishery 
Management  Plan  (FMP)  will  he 
reviewed  from  1  p.m.  until  2:30  i).m.  A 
Bntterfish  and  Climate  Change 
pre.sentation  will  he  held  from  2:30  j).m. 
until  3:30  p.m.  The  Standard  Bycatch 
Rejjorting  Methodology  Rejiort  will  he 
from  3:30  jj.m.  until  4:30  |).m.  A  Marine 
Recreation  Information  Program  update 
will  he  held  from  4:30  p.m.  until  5  p.m. 

A  Listening  .Session  will  he  held  from  5 
p.m.  until  0  p.m. 

On  Wculnesday.  Fehrnary  13 — The 
Council  will  convene  at  9  a.m.  From  9 
a.m.  until  10  a.m.  there  will  he  a  North 
Fast  Area  Monitoring  and  As.sessment 
Program  |)re.sentation.  Black  .Sea  Bass 
Catch  Limits  for  2013  and  2014  will  he 
discns.sed  from  10  a.m.  until  11:45  a.m. 
The  Ricks  F  .Savage  Award  will  he 
pre.sented  from  11:45  a.m.  until  12  p.m. 
The  Omnihns  Amendment  for 
Recreational  Accountability  Measures 
will  1)(!  discussed  from  1  p.m.  until  2:30 
p.m.  .Special  Management  Zones  (.SMZs) 
will  he  di.scussed  from  2:30  p.m.  until 
3:30  j).m.  There  will  he  a  Bureau  of 
Ocean  Fnergy  Management  Prescmtation 
from  3:30  p.m.  until  4  p.m.  From  4  p.m. 
until  5  i).m.  there  will  he  a  .Scojung 
Hearing  for  the  Deep  .Sea  Corals 
Amendment. 

On  'riiur.sday  Fehruarv  14 — A 
presentation  on  the  new  Council  Web 
site  will  he  held  from  9  a.m.  until  9:30 
a.m.  The  Council  will  hold  its  regular 
Business  .Session  from  9  a.m.  until  1 
j).m.  to  ai)|)rove  the  December  2012 
minutes,  receive  Organiziitional  Reports, 
the  New  Fngland  and  .South  Atlantic 
Liai.son  Re])ort.  the  F.xecutive  Director’s 
Rej)orl,  the  .Science  Re])ort;  Committee 
Reports,  and  conduct  any  continuing 
and/or  new  business. 

Agenda  items  hv  day  for  the  Council’s 
Committees  and  the  Council  itself  are: 

On  'ruesday,  Fehruarv  12 — The 
Fcosystem  and  Ocean  Planning 
(Committee  will  review  the  .scoj)ing 
document  for  Amendment  10  to  the 
Mackerel.  .S(juid,  and  Bntterfish  Fisherv 
Managenumt  Plan  (Decip  .S(!a  Corals 
Amendment)  and  review  alternatives  to 
he  includ(;d  in  the  Amendment.  The 
fiouncil  will  review  the  FMAT’s 
progress  and  ap])roach  to  alternative 
develo])ment  for  Amendment  15  to  the 
Mackerel,  S(juid,  and  Bntterfish  Fisherv 


Management  Plan.  A  pre.sentation  will 
he  provided  to  the  Council  on  climate 
change,  thermal  habitat  dynamics  and 
systematic  changes  in  habitat  coverage 
bias  in  assessment  surveys  along  with  a 
case  study  of  hutterfi.sh  and  some 
possible  solutions.  The  Council  will 
review  and  a|)prove  a  draft 
environmental  as.sessment  for  the 
.Standard  Bycatch  Reporting 
Methodology  Omnibus  Amendment. 

The  (Council  will  receive  an  update  on 
the  Marine  Recreational  Information 
Program,  'fhe  Council  will  hold  a  public 
listening  se.ssion. 

On  Wednesday.  Fcihruary  1 3 — The 
(Council  will  hear  a  pre.sentation 
regarding  the  North  East  Area 
Monitoring  and  As.sessment  Program. 
The  Council  will  review  the  S.SC  Report 
in  resi)onse  to  a  (k)uncil  reque.st  to 
clarify  the  2013  and  2014  Black  Sea 
Bass  Acceptable  Biological  Catch  and 
review  the  2013  catch  limits  if 
a]Ji)ro|)riate  and  adopt  2014  catch  limits. 
The  (k)uncil  will  jne.sent  the  Ricks  F 
.Savage  Award.  The  Council  will  revi(!w 
and  apj)rove  alternatives  to  he  included 
in  the  Omnibus  Amendment  regarding 
recreational  accountability  measures. 
The  (k)uncil  will  review  public  hearings 
comments  on  options  for  designating 
Delaware’s  perinittcul  reef  sites  in  the 
FICZ  and  .SMZs  and  devcdop 
recommendations  to  the  Regional 
Administrator.  The  Council  will  receive 
a  j)resentation  from  the  Bureau  of  Ocean 
Fnergy  Management.  There  will  he  a 
Public  .scoping  hearing  for  Amendment 
10  to  the  Mackerel,  .S(juid.  and 
Bntterfish  FMP  (Deep  Sea  Corals). 

On  Thursday,  February  14 — 'Fhe 
Council  will  hold  its  regular  Business 
.Session  to  a])])rove  the  December  2012 
minutes,  receive  Organizational  Reports, 
the  New  Fngland  and  .South  Atlantic 
Liaison  Re])ort:  the  Executive  Director’s 
Report,  .Science  Report,  Committee 
Rej)ort.s,  and  conduct  any  continuing 
and/or  new  business. 

Special  Accommodations 

'I’liis  meeting  is  })hysically  accessible 
to  j)eople  with  disabilities.  Recpiests  for 
sign  language  int(!r])r(dation  or  other 
auxiliary  aid  should  he  directed  to  M. 
Jan  .Saunders  (302-529-5251)  at  least 
five  days  prior  to  the  meeting  date. 

Aulhorily:  !(>  II..S.C;.  1801  e/  snq. 

Dated:  |aiuiary  22.  201.3. 

T  rac;i;y  L-  I'hoinpsun, 

Acliiif’  Drputv  Diraclor.  Office  of  Sushiiiuihlc 
Fisheries.  Nolionol  Marine  Fisheries  Service. 

It  R  Doc.  201  ;i-(n .KM  l•'ill!fl  l-24-i;i;  8:4.')  ain| 
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DEPARTMENT  OF  COMMERCE 

National  Telecommunications  and 
Information  Administration 

First  Responder  Network  Authority 
Board  Meeting 

AGENCY:  National  Telecommunications 
and  Information  Administration,  IJ..S. 
Dejiartment  of  (knnmerce. 

ACTION:  Notice  regarding  public: 
meeting. 

SUMMARY:  This  notice  provides 
additional  information  regarding  the 
jiuhlic  meeting  of  the  Board  of  the  First 
Responder  Network  Authority  (IdrstNet) 
to  he  held  on  Fehruarv  12,  2013. 

DATES:  The  meeting  will  he  held  on 
Fehruarv  12,  2013,  from  9  a.m.  to  12:30 
]).m.  Mountain  .Standard  Time. 

ADDRESSES;  Board  members  will  meet  at 
the  National  Institute  of  .Standards  and 
Technology  (NIST)  Radio  Building  1 
(Room  1107),  325  Broadway,  Boulder, 

CO  80305-3328. 

FOR  FURTHER  INFORMATION  CONTACT: 

Dzoma  Onyeije,  .Secretary.  FirstNet,  IJ..S. 
Department  of  Cknnmerce,  1401 
(kinstitution  Avenue  NW.,  Washington, 
DC  20230,  (202)  482-0010, 
iixonid®  first  net. gov.  Please  direct  media 
inciuiries  to  NTlA’s  Office  of  Public: 
Affairs,  (202)  482-7002. 

SUPPLEMENTARY  INFORMATION:  On 
January  14,  2013,  NTIA  ])ul)lishecl  a 
notic;e  in  the  Fedciral  Rcigister 
announcing  a  public;  meeting  of  the 
FirstNet  Board  to  he  held  on  February 
12.  2013  in  Boidcler.  Colorado.  78  FR 
2000  (Jan.  14,  2013).  This  Nolic;e  is 
intended  to  inform  the  public:  that  the 
Board  may,  hv  a  majority  vote,  c:lose  a 
portion  of  its  Fcdmiary  12  meeting  as 
nec:e.ssarv  to  preserve  the;  c:onficlentialitv 
of  c:ommerc;ial  or  financ:ial  information 
that  is  ])rivilc:gecl  or  c:onficlential,  to 
cli.sc:uss  personnel  matters,  or  to  cli.sc:u.ss 
legal  matters  affc;c:ting  the  First 
Respondc!!'  Network  Authority, 
inc:lucling  jicmding  or  ])otential 
litigation.  See  47  U.S.C.  1424(e)(2). 

Dalecl;  laiiuary  22,  2013. 

Kalliy  D.  Smilli, 

Chief  Counsel,  National  Telecoininunications 
and  Information  Adininislralion. 

H'R  Doc.  2(n:i-Cn.K)8  Filed  1-24-13;  8:4.1  am) 
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COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BLIND  OR 
SEVERELY  DISABLED 

Procurement  List;  Proposed  Additions 

agency;  (^oininitteo  for  Purchase  I’^rom 
Peojjle  Who  Are  Blind  or  Severelv 
Di.sahled. 

ACTION:  Proposed  Additions  to  the 
Procairement  List. 

SUMMARY:  The  (ioniniittee  is  ])roposing 
to  add  products  to  tlie  Procurement  List 
that  will  he  furnished  hy  nonprofit 
agencies  emploving  jiersons  who  are 
blind  or  have  other  severe  disabilities. 
(A)ninwnis  Be  Received  On  or 
Before:  2/25/2m3. 

ADDRESSES:  (ioinmittee  for  Purcha.se 
From  Peoi)le  Who  Are  Blind  or  Sev(!rely 
Disabled,  Jeffer.son  Plaza  2.  Suite  1()80(). 
1421  Jeffer.son  Davis  Highway, 

Arlington,  Virginia  22202-32.59. 

FOR  FURTHER  INFORMATION  OR  TO  SUBMIT 
COMMENTS  contact:  Barrv  S.  Linehack, 
Telephone:  (703]  003-7740,  Fax:  (703) 
(i03-0055,  or  email 
OMTEFedBeg@AbilHv()ne.gov. 

SUPPLEMENTARY  INFORMATION:  This 
notice  is  published  pursuant  to  41 
IJ.S.C:.  8503(a)(2)  and  41  CiFK  51-2.3.  Its 
purj)ose  is  to  ])rovide  interested  ])ersons 
an  o])])ortunity  to  submit  comments  on 
the  proposed  actions. 

Additions 

If  the  (iommittee  ajjproves  the 
projio.sed  additions,  the  entities  of  tlie 
Federal  Government  identified  in  this 
notice  will  he  required  to  procure  the 
produc:ts  li.sted  below  from  nonj)rofit 
agencies  emjiloying  persons  who  are 
blind  or  have  other  severe  disabilities. 

The  following  products  are  proposed 
for  addition  to  the  Procurement  List  for 
l)roduction  hy  the  nonprofit  agenc:ies 
listed: 

Products 

NSN:  MR  1 0.57— Biitloi  fl  v  Mop.  llvl)i  i(l 
Si)ongo. 

NSN:  MR  1058 — Rcil'ill,  I  lyhrid  .S])()ngo  Hoad. 
Blue. 

NBA:  L.C;.  Induslricis  for  llio  Blind,  liu:.. 
Dnrhani,  NC. 

(iontructing  Aclivilv:  Military  Rosalo-Dtdcnsc! 
(ionimissarv  Agom:v  (DoCA),  Port  Lcu), 
VA. 

(Jovi'rtigf;:  G-List  for  the  r(!(]iiirenients  of 

inilitary  coinmissaries  and  exchangcjs  as 
aggregated  hy  the  Delense  (ioininissarv 
Agency. 

Gov(;ralls.  Breathahh;,  Particulate  Resistant 
Design 

MSN:  841 .5-LL-L10-0002— Medium. 

NSN:  841  5-1,1.-1.10-0003— Large. 

NSN:  841 5-I.1.-1.1 0-0004— X-l.arg(!. 

NSN:  841 5-1.1.-1.10-000.5— 2X-I.arge. 

NSN:  841  5-1.1.-1.10-0000— 3X-I.arge. 


NSN:  841.5-1.1.-1.10-0007— 4X-l.arge. 

NBA:  Northeastern  Association  of  the  Blind 
at  Alhany,  Inc.,  Alhany.  NY. 

Contmeting  Activity:  Defense  l.ogistii;s 

Agenev  Maritinu! — Norfolk,  Portsmouth. 
VA. 

(M.ist  for  100‘^  of  the  rcuiuinanent 
of  the  l)..S.  Navy,  as  aggregatcul  hy  tlu! 
Delense  l.ogistic:s  Ag(!nc;y  Maritinu! — 
Norfolk.  Portsmouth,  VA. 

Barry  S.  Linehack, 

Director,  Business  Operations. 

|FK  tloc.  2()t:M)iri27  Filect  1-24- t:t;  8:45  am| 
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COMMITTEE  FOR  PURCHASE  FROM 
PEOPLE  WHO  ARE  BLIND  OR 
SEVERELY  DISABLED 

Procurement  List;  Additions 

AGENCY:  Gommittee  for  Purchase  From 
Peo])le  Who  Are  Blind  or  Severelv 
Disabled. 

ACTION:  Additions  to  the  Procurement 
List. 

SUMMARY:  This  action  adds  ])roduct.s  to 
the  Procurement  List  that  will  he 
furnished  hy  the  nonjirofit  agency 
em])loving  persons  who  are  blind  or 
have  other  seven;  di.sahilities. 
dates:  Effective  Date:  2/25/201 3. 
ADDRESSES:  (iommittee  for  Purchase 
From  P(;ople  Who  Are  Blind  or  Severely 
Di.sahled,  Jefferson  Plaza  2,  Suite  lOBOO, 
1421  Jefferson  Dtivis  Highway, 

Arlington,  Virginia  22202-3259. 

FOR  FURTHER  INFORMATION  CONTACT: 

Barry  S.  Linehack,  Telephone:  (703) 
003-7740,  Fax:  (703)  003-0055,  or  email 
CMTEFedBeg@AbililyOne.gov. 
SUPPLEMENTARY  INFORMATION: 

Additions 

On  11/27/2012  (77  FR  70737-70738), 
the  Gommittee  for  Purcha.se  From 
People  Who  Are  Blind  or  Severely 
Disabled  jnihlished  notice  of  jiroposed 
additions  to  the  Procurement  List. 

After  consideration  of  the  material 
]iresented  to  it  concerning  cajiahility  of 
(jualified  nonjirofit  agency  to  furnish  the 
products  and  impact  of  the  addition  on 
the  current  or  most  recent  contractors, 
the  Gommittee  has  determined  that  the 
products  listed  below  are  suitable  for 
procurement  hv  the  lu;deral  Government 
under  41  IJ.S.fi.  85()1-85()8  and  41  GFR 
51-2.4. 

Regulatory  Flexibility  Act  (Certification 

1  certify  that  the  following  action  will 
not  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 

The  major  factors  con.sicler(;d  for  this 
certification  were: 

1.  The  action  will  not  result  in  any 
additional  reporting,  recordkeeping  or 


other  compliance  requirements  for  small 
entities  other  than  the  small 
organization  that  will  furni.sh  the 
products  to  the  Government. 

2.  The  action  will  result  in 
authorizing  small  entities  to  furnish  the 
proclucts  to  the  Government. 

3.  There  are  no  known  regulatory 
alternatives  which  would  accomplish 
the  objectives  of  the  Javits-Wagner- 
O’Day  Act  (41  ll.S.G.  8.501-850(5)  in 
connection  with  the  products  jiroposed 
for  addition  to  the  Procurement  List. 

End  of  Gertification 

Accordingly,  the  following  products 
are  added  to  the  Proc:urement  List: 

Products 

NSN:  8950-01 -E(51-0()6()—.Sin(;o,  Oregano. 

(5round.  (5/12  oz.  Containers. 

NSN:  89.50-01-E(.2-01 1 1— .Spice.  Cumin. 

Croinul.  (5/1(5  oz.  (Containers. 

NSN:  8950-01-E(50-9321— Spice,  Pepper, 
Wliite,  Cronnd,  (5/18  oz.  Contain(;rs. 
.V.S’.V;8950-01-E(52-01  48— Sjiice,  Bay  Leal. 

Whole.  */ii  oz.  Conlaimirs. 

NBA:  CDS  Monarch.  Welisler.  NY. 
Contracting  Activity:  Defenst;  Logistics 
Ag(;ncv  Troo|)  Support.  Philadelplha. 
PA. 

(.'oi'ej'oge;  (’.-List  lor  lOO'yci  of  the  recpiirmnenl 
of  the;  Department  of  Defense,  as 
aggr(!gated  hy  the  Defense  Logistics 
.'\gencv  Troop  .Sn])port.  Plnladel|)hia. 
PA. 

Barry  S.  Linehack. 

Director.  Business  Operations. 

|FK  tioc.  20i:5-01,52H  Filed  1-24-1.3:  8:4.5  am) 
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COMMODITY  FUTURES  TRADING 
COMMISSION 

Sunshine  Act  Meetings 

TIME  AND  date:  1():()()  a.m.,  Friday 
February  22,  2013. 

PLACE:  1155  21.st  St.  NW.,  Wa.shington, 
DG,  9th  Fdoor  ("ommi.ssion  Gonference 
Room. 

STATUS:  Glosed. 

MATTERS  TO  BE  CONSIDERED:  Surveillance 
and  Enforcement  Matt(;rs.  1  the  event 
that  the  time.s  or  dat(;s  of  the.se  or  any 
future  meetings  change,  an 
announc(;ment  of  the  change,  along  with 
the  new  time  and  place  of  the  meeting 
will  he  posted  on  the  Gommission’s 
W(;h  site  at  http://www.cftc.gov 
CONTACT  PERSON  FOR  MORE  INFORMATION: 
Meli.ssil  Jurgens.  202-418-551(5. 

Stacy  D.  Yochuin, 

Counsel  to  the  E.secidive  Director. 

|FK  Ooc.  201.3-017:14  Filed  1-2.3-13:  4:15  pm| 
BILLING  CODE  6351-01-P 
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COMMODITY  FUTURES  TRADING 
COMMISSION 

Sunshine  Act  Meetings 

TIME  AND  date:  10:()t)  a.m..  Friday 
February  8,  2018. 

PLACE:  11.5,5  21st  .St.  N\Y.,  Wasliington, 
IX;.  Olh  Floor  (Commission  (Confenmee 
Room. 

STATUS:  CloMul. 

MATTERS  TO  BE  CONSIDERED:  Surveillance! 
and  Fnforcement  Matters.  In  the  event 
that  the  times  or  dates  e)l  these  or  any 
future  meetings  change,  an 
announcement  of  the  change,  along  with 
the  new  time  and  place  of  the  meeting 
will  he  ])oste(l  on  the  C'Commi.ssion's 
Weh  site  at  http  j/www.cftc.gov. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Melissa  jnrgens.  202-418-5510. 

Slacy  I).  Yoelium. 

(AHinsal  lo  tlu‘  Diraclor. 

IKK  I)(II:.  2(n:i-(U7:n  Filod  4:l."i  pml 

BILLING  CODE  6351-01-P 


COMMODITY  FUTURES  TRADING 
COMMISSION 

Sunshine  Act  Meetings 

TIME  AND  DATE:  10:00  a.m.,  Fridav 
Fehruarv  1. 20i;i. 

PLACE:  1155  21.st  St.  N\V..  Washington, 
IX',.  9th  Floor  (Commission  (Conference 
Room. 

STATUS:  (Closed. 

MATTERS  TO  BE  CONSIDERED:  Surveillance 
and  Fnforcement  Matters.  In  the  event 
that  the  times  or  dates  of  these  or  any 
future  meetings  change,  an 
announcement  of  the  change,  along  with 
the  new  time  and  place  of  the  meeting 
will  he  posted  on  the  Commission's 
Weh  site  at  http  j/www.cftc.gov. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
.Stacy  Yochum,  2()2--4 18-5 157. 

Slacy  i).  Yochum, 

(Coim.ve/  to  tho  Exvcutivo  Director. 

IKK  I)(m:.  2(I1;{-()17:U)  F'il(!(l  l-2:}-i:i:  4:15  |)in| 
BILLING  CODE  6351-01-P 


CONSUMER  PRODUCT  SAFETY 
COMMISSION 

Sunshine  Act  Meetings,  Cancellation 

FEDERAL  REGISTER  CITATION  OF  PREVIOUS 
ANNOUNCEMENT:  Vol.  77,  No.  12. 
Thursday,  |anuarv  17,  2018,  page  8888. 
ANNOUNCED  TIME  AND  DATE  OF  MEETING: 
rhursday,  )anuary  28.  2018.  10  a.m. -11 
a.m. 

MATTER  TO  BE  CONSIDERED:  Decisional 
Matter:  Section  1110  (Certificates  of 


Compliance — Notice  of  Pro|)osed 
Rulemaking. 

MEETING  canceled:  For  a  recorded 
mes.sage  containing  the  latest  agenda 
information,  call  (801)  504—7948. 
CONTACT  PERSON  FOR  ADDITIONAL 
information:  Todd  A.  Stevenson.  Office 
of  the  .Secretary,  (Consumer  Product 
.Saf(!ty  (Commission.  4880  fCast  West 
Highwav,  Ilethe.sda.  MD  20814  (801) 
504-7928. 

Ilat(!(l;  laniiary  28.  2018. 

Todd  A.  Stciveiison, 

Secretory. 

il'R  Hoc.  2(n:i-(n(i5K  I'iliid  l-2:i-i:):  4:15  pml 
BILLING  CODE  6355-01-P 


DEPARTMENT  OF  DEFENSE 

Department  of  the  Navy 

Meeting  of  the  U.S.  Naval  Academy 
Board  of  Visitors 

AGENCY:  Department  of  the  Navy,  DoD. 
ACTION:  Notice  of  Partiallv  (Closiid 
Meeting. 

SUMMARY:  The  IJ..S.  Naval  Academy 
hoard  of  Visitors  will  meet  to  make  such 
incpiiry.  as  the  hoard  shall  deem 
necessary,  into  the  state  of  morale  and 
disci])line,  the  cnrrii:nlum,  in.struction, 
physical  ecpiipment,  fiscal  affairs,  and 
academic  methods  of  the  Naval 
Ai:ademy.  The  executive  .session  of  this 
meeting  from  11:00  a.m.  to  12:00  p.m. 
on  March  4,  2018,  will  include 
disciKssions  of  disci|)linarv  matters  and 
personnel  issues  at  the  Naval  Academy: 
the  di.sclosure  of  which  would 
constitute  a  clearly  unwarranted 
invasion  of  personal  privacy.  For  this 
reason,  the  executive  session  of  this 
meeting  will  he  clo.sed  to  the  public. 
DATES:  The  ojien  session  of  the  meeting 
will  he  held  on  March  4,  2018,  from 
8:80  a.m.  to  11:00  a.m.  The  c;losed 
session  of  this  meeting  will  he  the 
executive  .session  held  from  11:00  a.m. 
to  12:00  ]).m. 

ADDRESSES:  The  meeting  will  he  held  in 
the  13o  (Coj)])(!dge  Room  at  the  Naval 
Academy  in  Anna])oli.s,  MD.  The 
meeting  will  hi!  handicap  accessible. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lieutenant  (iommandi!!'  Travis  llaire, 
U.SN,  Fxecutivi!  .Secretary  to  the  Hoard 
of  Visitors,  Office  of  the  .Superintendent, 
U..S.  Naval  Academy,  Annapolis,  MD 
21402-5000,  4 1 0-298-1 508. 
SUPPLEMENTARY  INFORMATION:  This 
notice  of  meeting  is  jirovided  per  the 
Federal  Advisory  (Committee  Act,  as 
amended  (5  l)..S.(L  A])p.).  The  executive 
session  of  the  meeting  from  11:00  a.m. 


to  12:00  ]).m.  on  March  4.  2018,  will 
consist  of  di.scussions  of  new  and 
p(!nding  administrative/minor 
di.sciplinary  infractions  and  non-judicial 
puni.shments  involving  the  Midshipmi!!! 
attending  the  Naval  Academy  to  include 
hut  not  limited  to  individual  honor/ 
conduct  violations  within  the  Brigade, 
and  personnel  issues.  The  di.scu.ssion  of 
such  information  cannot  he  adequately 
.segregated  from  other  topics,  which 
])ri!clude.s  o]n!ning  the  executive  .session 
of  this  meeting  to  the  public. 

Accordingly,  the  Under  .Secretary  of 
the  Navy  has  det(!rmined  in  writing  that 
the  meeting  shall  he  ])arllally  clo.sed  to 
the  public  because  the  discussions 
during  the  executive  session  from  1 1  :(K) 
a.m.  to  12:00  p.m.  will  he  concerned 
with  matters  coming  under  sections 
552h(c)(5).  (0),  and  (7)  of  title  5,  United 
.States  (3ode. 

Haled:  )amiarv  17,  2018. 

L.R.  Alinand, 

Alternate  Federal  l{e<’isler  Lienson  Officer, 
Office  of  the  /iu/»e  Advocate  (ieneird. 

|FR  Dec.  2()i:i-(n5«7  Filed  l-24-i:i:  «:45  ain| 
BILLING  CODE  P 


DEPARTMENT  OF  EDUCATION 

Applications  for  New  Awards;  Indian 
Education — Professional  Development 
Grants  Program 

AGENCY:  Office  of  Flementarv  and 
.Secondary  Fducation,  Department  of 
Fducation. 

ACTION:  Notice. 


Overview  I nformation 

Indian  Education — Hrofe.ssional 
Development  (irants  Program  Notice 
inviting  applications  for  new  awards  for 
fiscal  year  (FY)  2018. 

0(dtd()<i  of  Federal  Domestic  Assistemee 
(OFDAI  khanher:  84.2998. 

DATES: 

Applictdions  Av(dUdde:  januarv  25. 
2018. 

Deadline  for  Transniiltfd  of 
A})plic(d ions:  March  1, 2018. 

Deadline  for  Intergovernmental 
/fevieiv;  April  80,  2018. 

Full  Text  of  Announcement 
1.  Funding  Opportunity  Description 

Parpose  of  Program:  The  purposes  of 
the  Indian  Education  Professional 
Develojiment  (irants  jnogram  are  to  (l) 
Increase  the  ninnhi!!' of  ipialified  Indian 
individuals  in  profe.ssions  that  serve 
Indians;  (2)  provide  training  to  (pialified 
Indian  individuals  to  become  teachers, 
administrators,  teacher  aides,  social 
workers,  and  ancillarv  educational 
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per.sonnol;  and  (3)  iinjirovc!  the  skills  of 
(jualified  Indian  individuals  who  servo 
in  the  education  field.  Activities  may 
include,  hut  are  not  limited  to. 
continuing  education  programs, 
symposia,  vvorksho])s,  conferences,  and 
direct  financial  su])])ort. 

Priorilifis:  This  competition  contains 
thnu;  ah.solute  priorities  and  two 
competitive  preference  ])riorities. 

Ahsohile  PriontiHs:  Absolute  Priority 
1  is  from  the  notice  of  final 
sujjplemental  ])riorities  and  definitions 
for  discretionary  grant  programs, 
published  in  the  Federal  Register  on 
D(!cemher  1.5,  2010  (75  FR  78480).  and 
corrected  on  May  12,  2011  (70  FR 
270.37).  In  accordance  with  34  CFR 
75.105(h)(2)(ii),  Absolute  Priorities  2 
and  3  are  from  the  nigulations  for  this 
program  (34  CFR  203.5(c)).  For  FY  2013 
and  any  siihsetpient  year  in  which  we 
make  awards  from  the  list  of  unfunded 
ap])licants  from  this  comjjetition,  these 
])riorities  are  absolute  priorities.  Under 
34  (]FR  75.105(c)(3),  we  consider  only 
a])j)lication.s  that  meet  Ah.solute  Prioritv 

1  and  one  or  both  of  Ah.solute  Priorities 

2  and  3. 

The.se  priorities  are; 

Ahsoliita  Priority  I :  Pnohling  Mora  Data- 
Bosad  Dacision-Mokint’ 

Projects  that  are  designed  to  collect 
(or  obtain),  analyze,  and  u.s(!  high- 
(jnality  and  timely  data,  including  data 
on  program  ])articipant  outcomes,  in 
accordance  with  privacy  requirements 
(as  defined  in  this  notice),  in  the 
following  priority  area: 

hnj)roving  postsecondary  .student 
outcomes  relating  to  enrollment, 
persistence,  and  com])letion  and  hjading 
to  career  success. 

Ahsoluta  Priority  2:  Pra-Sarvica  Training 
for  Taachars 

Projects  that  j)rovide  support  and 
training  to  Indian  individuals  to 
complete  a  j)re-service  education 
])rogram  that  enables  these  individuals 
to  meet  the  reciuirements  for  full  Slate 
certification  or  licensure  as  a  teacher 
through — 

(a)(1)  Training  that  leads  to  a 
bachelor’s  degree  in  education  before 
the  end  of  the  award  ])eriod:  or 

(2)  For  .States  allowing  a  degree  in  a 
specific  subject  area,  training  that  leads 
to  a  bachelor’s  degree  in  the  suhj(!ct  area 
as  long  as  the  training  meets  the 
riHjuirements  for  full  State  teacher 
certification  or  licensure;  or 

(3)  'I’raining  in  a  cumait  or  mnv 
specialized  leaching  assignment  that 
reciuires  at  least  a  bachelor’s  degree  and 
in  which  a  documented  teacher  .shortage 
exi.sts;  and 


(h)  (Ine-year  iniluction  services  after 
graduation,  certification,  or  licensure, 
provided  during  the  awaril  period  to 
graduates  of  the  jjre-.service  jnogram 
while  they  are  c:ompleting  their  fir.st 
year  of  work  in  schools  with  significant 
Indian  |)o])ulations. 

Ncite:  In  working  with  various  inslilnlions 
of  higher  education  and  rcwicnving  .State 
certification  and  licanisnre  rcHiuinnnents.  we 
have  found  that  Statcis  allowing  a  candidate 
for  teacher  certification  to  obtain  a  (hignu;  in 
a  specific  snhjcict  artsi  (e.g..  in  a  spiicialty  ansi 
or  in  teaching  at  tlie  secondary  level) 
generally  recjiiire  a  master's  degree  or  fifth 
year  of  study  liefore  an  individual  can  he 
certified  or  licensed  as  a  teacher.  Tliese 
students  would  he  eligible  to  |)artici))ate  so 
long  as  their  training  meets  the  re(|nirements 
for  full  .State  certification  or  licensure  as  a 
teacher. 

Ahsoluta  Priority  3:  Pra-Sarvica 
Ad  in  inist  rotor  T rain  i  ng 

A  project  that  provides — 

(1)  .Su])]Jort  and  training  to  Indian 
individuals  to  complete  a  master’s 
degree  in  education  administration  that 
is  provided  before  the  end  of  the  award 
])eriod  and  that  allows  participants  to 
meet  the  retjuirements  for  .State 
certification  or  licensure  as  an 
education  administrator;  .md 

(2)  One  year  of  induction  services, 
during  the  award  jieriod,  to  particijiants 
after  graduation,  certification,  or 
licensure,  while  they  are  comjileting 
their  fir.st  year  of  work  as  administrators 
in  schools  with  significant  Indian 
student  po]ndations. 

Compatitiva  Prafaranca  Prioritias:  In 
accordance  with  34  (]FR  75.1()5(h)(2)(ii), 
the  competitive  jireference  priorities  are 
from  the  regulations  for  this  program  (34 
CFR  283. 5(a)  and  (b)).  For  F’Y  2013  and 
any  .sub.se(|uent  year  in  which  we  make 
awards  from  the  list  of  unfunded 
ajijilicants  from  this  comjietition,  the.se 
priorities  are  comjietitive  preference 
priorities.  Under  34  CFR  75.105(c)(2)(i) 
we  award  uj)  to  an  additional  10  jioints 
to  an  a])])lication,  depending  on  how 
well  the  application  meets  one  or  both 
of  the.se  priorities. 

The.se  priorities  are: 

(Joinj)atitiva  Prafaranca  Prioritv  Ona.  (5 
fioints) 

VVe  award  five  competitive  prefenmee 
points  to  an  api)lication  submitted  by  an 
Indian  tribe,  Indian  organization,  or 
Indian  institution  of  higher  education 
that  is  eligible  to  ])articipate  in  the 
Indian  l-iducation  Rrofe.ssional 
Development  j)rogram.  A  con.sortium 
application  of  eligible  entities  that 
meets  the  retjuirements  of  34  CFR 
75.127  through  75.129  of  the  Education 
Department  Ceneral  Administrative 


Regidations  (EDCAR)  and  includes  an 
Indian  tribe;,  Indian  organization,  or 
Indian  in.stitution  of  higher  education 
will  he  considered  eligible  to  receive  the 
five  priority  iioints.  The  consortium 
agreement,  signed  by  all  parties,  must  he 
submitted  with  the  apjjlication  in  order 
to  he  considered  as  a  con.sortium 
a])plic,ation. 

Compatitiva  Prafaranca  Prioritv  Two.  (5 
points) 

We  award  five  comp(;titiv(;  j)refen;nce 
jjoints  to  an  a])j)lication  .submitted  by  a 
con.sortium  of  eligible  aj)plicants  that 
includes  a  tribal  college  or  imiversitv 
and  that  designates  that  tribal  college  or 
university  as  the  fi.scal  agent  for  the 
application.  The  con.sortium  application 
of  eligible  entities  must  meet  the 
requirements  of  34  CFR  75.127  through 
75.129  of  EDCAR  to  he  considered 
eligible  to  receive  the  five  j)riority 
points.  These  competitive  ])reference 
points  are  in  addition  to  the  five 
competitive  preference  ])oints  that  may 
he  given  under  Competitive  Preference 
Priority  One.  The  consortium 
agreement,  signed  by  all  jjarties,  must  he 
submitted  with  the  aj)))lication  in  order 
to  he  t:on.sidered  as  a  con.sortium 
ap])lication. 

Dafinitions:  The  following  definition 
is  from  the  notic:e  of  sujjplemental 
priorities  and  definitions  for 
discretionary  grant  programs,  published 
in  the  F’ederal  Register  on  December  15. 
2010  (75  FR  78480),  and  corrected  on 
May  12.  2011  (70  FR  27037),  and 
ap])lies  to  this  com])etition.  Additional 
definitions  applicable  to  this  |)rogram 
are  found  in  the  authorizing  statute  for 
this  program  at  20  lj..S.(].  7442  and 
7491,  and  in  apj)licable  regulations  in 
34  CF^R  parts  77  and  203,  and  will  he 
included  in  the  ajjplication  package. 

Privacy  raqai  rain  ants  means  the 
refiuirements  of  the  Family  Educational 
Rights  and  Privacy  Act  (FERPA),  20 
U..S.C.  1232g.  and  its  implementing 
regulations  in  34  CF’R  part  99,  the 
Privacy  Act,  5  IJ.iS.C.  552a.  as  well  as  all 
applicable  F’ederal.  .State  and  local 
reepnrements  r(;garding  privacy. 

Program  Authority:  20  l)..S.(;.  7442. 

Applicahia  Bagnlations:  (a)  EDCAR  in 
34  CFR  parts  74,  75,  77,  79,  80,  81, 82, 
84,  80.  97,  98,  and  99.  (h)  The  Education 
Dej)artment  suspension  and  debarment 
regulations  in  2  CF’R  j)art  3485.  (c)  The 
regulations  for  this  program  in  34  CF’R 
part  2()3.  (d)  'I’he  supplemental 
priorities  and  definitions  for 
discretionary  grant  programs,  published 
in  the  F’ederal  Register  on  December  15, 
2010  (75  FR  78480),  and  corrected  on 
May  12.  2011  (70  FR  27037). 
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Note:  Tlie  regulations  in  34  C3‘'K  part  7!) 
ajtply  to  all  applicants  ext;ept  ledt^rally 
n;co}>nize(l  Indian  tribes. 

Note:  The  regulations  in  34  (d-’K  part  8(i 
a|)plv  to  institutions  of  higher  educ:ation 
oidy. 

II.  Award  Information 

Typo  ol  Award:  Discretionary  grants. 

Estimated  Available  Funds: 

.S2. .347. 780. 

Contingent  upon  the  availaltility  of 
funds  and  the  quality  of  applications, 
we  may  make  additional  awards  in  FY 
2014  from  the  list  of  unfunded 
applicants  from  this  competition. 

Estimated  llange  of  Awards: 
.S300.()00-.S400.00(). 

Estimated  Average  Size  of  Awards: 

.S.3  70.000. 

Maximum  Award:  We  will  reject  any 
apj)lication  that  propo.ses  a  budget 
exceeding  .S400,000  for  the  first,  second, 
or  third  12-nionth  budget  period.  3’he 
la.sl  12-inonth  budget  period  of  a  48- 
month  award  will  he  limited  to 
induction  services  only,  at  a  cost  not  to 
exceed  .S90.000.  The  A.ssistant  .Secretary 
for  Flementary  and  .Secondary 
Kducation  may  change  the  maximum 
amount  through  a  notice  published  in 
the  Federal  Register. 

Estimated  Xhimher  of  Awards:  0. 

Note:  The  DeparlinenI  is  not  hound  hv  any 
eslimales  in  this  notice. 

Project  Period:  I  Ip  to  48  months. 

III.  Kligihility  Information 

1.  Eligible  Applicants:  Fligihle 
aj)plicants  for  this  j)rogram  are 
institutions  of  higher  education, 
including  Indian  institutions  of  higher 
education:  .State  educational  agencies 
(SEAs)  or  local  educational  agencies 
(LEAs)  in  con.sortium  with  an 
institution  of  higher  education:  Indian 
tribes  or  organizations  in  consortium 
with  an  institution  of  higher  education: 
and  Department  of  the  Interior/Bureau 
of  Indian  Education-funded  schools  in 
con.sortium  with  an  institution  of  higher 
education.  LEAs  include  charter  schools 
that  are  considered  LEAs  under  .State 
law. 

An  a])plication  from  a  consortium  of 
eligible  entities  must  meet  the 
retiuirements  of  34  (IFR  75.127  through 
75.129.  An  application  from  a 
consortium  of  eligible  entities  must 
include  a  consortium  agreement,  signed 
l)y  all  |)arties.  with  the  a])pIication. 
Letters  of  supjjort  do  not  meet  the 
re(|uirement  for  a  con.sortinm 
agreement. 

In  order  to  he  considered  an  eligible 
entity,  applicants,  including  institutions 
of  higher  education,  must  he  eligible  to 
provide  the  level  and  type  of  degree 


proposed  in  the  application  or  mu.st 
apply  in  a  consortium  with  an 
institution  of  higher  education  that  is 
eligible  to  grant  the  target  degree. 

A])plicants  ap])lying  in  consortium 
with  or  as  an  Indian  organizjjtion  must 
demon.strate  that  they  meet  the 
definition  of  “Indian  organization"  in 
.34  flFR  2()3..3. 

The  term  “Indian  in.stitution  of  higher 
education”  means  an  accredited  college 
or  university  within  the  United  .States 
cited  in  section  532  of  the  Eciuity  in 
Educational  Land-tiiant  .Status  Act  of 
1994  (7  l)..S.U.  301  note),  any  other 
institution  that  cpialifies  for  funding 
under  the  Trihally  (Controlled  (College  or 
University  A.ssistance  Act  of  1978  (25 
U.S.C.  1801  et  .see].),  and  Dine  (CCollege 
(formerly  Navajo  Community  College), 
authorized  in  the  Navajo  (Community 
(College  A.ssistance  Act  of  1978  (25 
U.S.C.  ()40a  et  .set].). 

2.  Cost  Sharing  or  Matcbing:Th\s 
j)rogram  does  not  recjuire  cost  sharing  or 
matching. 

3.  Other:  Projects  funded  under  this 
competition  are  encouraged  to  budget 
for  a  two-day  Project  Directors’  meeting 
in  Washington.  D(C  during  each  year  of 
the  project  period.  In  addition,  the 
Department  strongly  encourages 
grantees  to  begin  to  provide  training  by 
)anuary  2014. 

IV.  Application  and  .Siihmission 
Information 

1.  Address  to  liequest  Application 
Package:  You  can  obtain  an  aj)|)lication 
package  via  the  Internet  or  from  the 
Education  Publications  (Center  (fCD 
Pubs).  To  obtain  a  copy  via  the  Internet, 
use  the  following  addre.ss:  httj):// 
www.ed.gov/fund/grant/apply/ 
grantapps/index.html.  3'o  obtain  a  coj)y 
from  ED  Pubs,  write,  fax.  or  call  the 
following:  ED  Pubs,  U..S.  Department  of 
Education,  P.O.  Box  22207,  Alexandria, 
YA  22304.  Telejjhone,  toll  free:  1-877- 
433-7827.  Fax:  (703)  00.5-0794.  If  you 
use  a  telecommunications  device  for  the 
deaf  (TDD)  or  a  text  telephone  (TTY), 
call  the  Federal  Relay  .Service  (FR.S),  toll 
free,  at  1-800-877-8339. 

Yon  can  contact  ED  Pnhs  at  its  Web 
site,  also:  www.EDPid)s.gov  or  at  its 
email  address:  edpubs@inet .ed .gov . 

If  you  recpiest  an  ai)plication  from  ED 
Pubs,  he  sure  to  identify  this  program  or 
competition  as  follows:  (CFDA  ninnher 
84.29913. 

Individuals  with  disabilities  can 
obtain  a  copy  of  the  aj)jilication  package 
in  an  acce.ssihle  format  (e.g.,  braille, 
large  print,  audiotape,  or  compact  disc) 
by  contacting  the  person  listed  under 
Accessible  Format  in  .section  VIII  of  this 
notice. 


2.  a.  Content  and  Form  of  Ajjplication 
Submission:  Recpiirements  concerning 
the  content  of  an  a])])lication.  together 
with  the  forms  yon  mu.st  submit,  are  in 
the  ap|)li{;ation  package  for  this 
])rogram. 

Page  Limit:  'fhe  apjilication  narrative 
is  where  you,  the  ap|)licant,  address  the 
.selection  criteria  that  reviewers  use  to 
evaluate  your  application.  The 
suggested  page  limit  for  the  application 
narrative  is  no  more  than  35  ])ages.  'fhe 
suggested  standards  for  the  narrative 
include: 

•  A  page  is  8.5"  x  1 1",  on  one  side 
only,  witli  1”  margins  at  the  top. 
holtom,  and  both  sides. 

•  Double  space  all  text  iji  the 
application  narrative,  including  titles, 
headings,  footnotes,  quotations, 
references,  and  captions,  as  well  as  all 
text  in  charts,  tables,  figures,  and 
gra])hs. 

•  Use  a  font  that  is  either  12  point  or 
larger  or  no  smaller  than  10  j)itch 
(characters  per  inch). 

•  Use  one  of  the  following  fonts: 
Times  New  Roman.  Uonrier,  (Courier 
New,  or  Arial. 

The  sugge.sted  page  limit  does  not 
apply  to  the  cover  sheet:  the  budget 
.section,  including  the  budget  narrative 
justification:  the  a.ssnrances  and 
certifications:  or  the  abstract,  table  of 
contents,  the  resumes,  the  l)il)liogra])hy, 
letters  of  supjiort,  or  the  signed 
con.sortium  agreement  if  applicable. 

1).  Submission  of  ProprietaiT 
Information: 

(hven  the  tyjies  of  jirojects  that  may 
he  jiropo.sed  in  apjilications  for  the 
Indian  Eilncation  I’rofe.ssional 
Development  Urant,  an  ajijilication  may 
include  husine.ss  information  that  the 
apjilicant  considers  proprietary,  fhe 
Department’s  regulations  define 
“business  information”  in  34  CFR  5.11. 

Because  we  jilan  to  make  successful 
applications  available  to  the  public,  you 
may  wish  to  request  confidentiality  of 
husine.ss  information. 

(Consistent  with  Executive  Order 
12(i()().  please  designate  in  your 
ajiplication  any  information  that  you 
feel  is  exemjit  from  di.sclo.sure  under 
Exemjition  4  of  the  Freedom  of 
Information  Act.  In  the  ajijnopriate 
Ajipendix  .section  of  your  application, 
under  “Other  Attachments  Form,” 
please  list  the  page  numher  or  numhers 
on  which  we  can  find  this  information. 
For  additional  information  plea.se  see  34 
OFR  5.11(c). 

3.  Submission  Dates  and  Times: 

Applications  Available:  januarv  25, 

2013. 

Deadline  for  Transmittal  of 
y\l)plicat ions:  March  1, 2013. 
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Applications  for  grants  under  this 
competition  must  he  snl)nhtte(l 
electronically  using  the  Grants.gov 
Ajjply  site  (Grants.gov).  For  information 
(including  dates  and  times)  ahont  how 
to  snhmit  yonr  application 
(ilectronically,  or  in  ])a])er  format  hv 
mail  or  hand  delivery  if  yon  cpialify  for 
an  exception  to  the  electronic 
submission  rec|nirement,  ])lea.se  refer  to 
.section  IV.  7.  ()lhe;r  Submission 
lUxiuiivmonts  of  this  notice. 

We  do  not  consider  an  application 
that  does  not  com])ly  with  the  deadline 
nuininanents. 

Individuals  with  disabilities  who 
need  an  accommodation  or  auxiliary  aid 
in  connection  with  the  application 
process  should  contact  the  person  listed 
under  FOR  FURTHER  INFORMATION 
CONTACT  in  section  VII  of  this  notice.  If 
the  Department  |)rovide.s  an 
accommodation  or  auxiliary  aid  to  an 
individual  with  a  di.sahility  in 
connection  with  the  a])plii;ation 
|)roce.s.s,  the  individuar.s  ap])lication 
remains  subject  to  all  other 
nupiirements  and  limitations  in  this 
notice. 

Deadline  for  Intcngovernmental 
Review;  Ajiril  30.  2013 

4.  Inturt>ovormnun1(iI  I{ovio\v:'Y\us 
jjrogram  is  subject  to  Exec:utive  Order 
12372  and  the  regnlations  in  34  GFR 
part  79.  Information  about 
Intergovernmental  Review  of  Federal 
Frograms  under  Executive  Order  12372 
is  in  the  ajjplication  package  for  this 
com])etition. 

.5.  Funding  Husirirtions:  W’v,  specify 
allowable  costs  in  34  GFR  203.4.  A 
project  funded  under  this  ])rogram  may 
include,  as  training  costs,  assistance  to 
either  fully  finance  a  student’s 
educational  ex])en.se.s  or  supplement 
other  financial  aid  for  meeting  a 
student’s  educational  expenses.  For  the 
payment  of  .sti])end.s  to  jjroject 
partici])ant.s  receiving  training,  the 
Secretary  expects  to  set  the  .stipend 
maximum  at  .$1,800  per  month  for  full¬ 
time  .students  and  provide  for  a  .$300 
allowance  per  month  per  dependent 
during  an  academic  term.  The  terms 
“stipend,”  “full-time  student,”  and 
“dependent  allowance”  are  defined  in 
34  GFR  203.3.  .Stipends  may  he  paid 
only  to  lull-time  students. 

We  reference  additional  regulations 
outlining  funding  restrictions  in  the 
/l/;/;//6’u/j/e  Regulations  section  of  this 
notice. 

0.  Data  llnivers(d  Numbering  System 
Number,  Taxpayer  Identification 
Number,  Centred  Contractor  Registiy, 
and  System  for  Award  Management:  To 
do  business  with  the  Department  of 
Education,  you  must — 


a.  Have  a  Data  Universal  Numhering 
.System  (DUN.S)  number  and  a  Tax})ayer 
Identification  Number  (TIN); 

1).  R(!gister  both  your  DUN.S  numhm’ 
and  TIN  with  the  Gentral  (Contractor 
Registry  (GGR) — and,  after  )nly  24,  2012, 
with  the  System  for  Award  Management 
(.SAM) — the  Government’s  primarv 
registrant  database; 

c.  Ih'ovide  your  DUN.S  numher  and 
TIN  on  your  application:  and 

(1.  Maintain  an  active  G(CR  or  .SAM 
registration  with  current  information 
while  your  application  is  under  review 
by  the  Dejjartment  and,  if  you  are 
awarded  a  grant,  during  the  ])roject 
period. 

You  c;an  obtain  a  DUN.S  numher  from 
Dun  and  Bradstreet.  A  DUN.S  numher 
can  he  created  within  one  husine.ss  dav. 

If  you  are  a  corporate  entity,  agency, 
institution,  or  organization,  you  can 
obtain  a  ’FIN  from  the  Internal  Revenue 
.Service.  If  you  are  an  individual,  you 
can  obtain  a  TIN  from  the  Internal 
Revenue  .Service  or  the  .Social  .Securitv 
Administration.  If  you  ikkhI  a  new  TIN, 
please  allow  2—5  weeks  for  vour  TIN  to 
become  active. 

The  G(CR  or  .SAM  regi.stration  process 
may  take  five  or  mor(!  business  days  to 
complete.  If  you  are  currently  regi.stered 
with  the  (XCR,  you  may  not  need  to 
make  any  changes.  However,  plea.se 
make  f;ertain  that  the  TIN  as.sociated 
with  your  DUN.S  numher  is  correct.  Also 
note  that  you  will  need  to  update;  your 
registration  annually.  This  mav  take 
three  or  more  business  days  te; 
complete.  Information  about  .SAM  is 
a\’ailahle  at  SAM. gov. 

In  addition,  if  you  are  submitting  your 
a])])lication  via  Grants.gov,  you  must  (1) 
he  designated  hv  vonr  organization  as  an 
Authorized  Organization  Rejjresentative 
(AOR);  and  (2)  register  yourself  with 
Grants.gov  as  an  AOR.  Details  on  these 
steps  are  outlined  at  the  following 
Grants.gov  Web  })ag(;:  www.grants.goy/ 
applicants/get  registered. jsp. 

7.  Other  Submission  Recjuireinents: 
A])plication.s  for  grants  under  this 
competition  mu.st  he  submitted 
electronically  unle.ss  you  (pialify  for  an 
exce])tion  to  this  retjuirement  in 
accordance  with  the  instructions  in  this 
s(;ction. 

a.  Electronic  Submission  of 
Applications. 

Ap])lications  for  grants  under  the 
Indian  Education — Professional 
D(;velopment  j)rogram,  G.FDA  Numher 
84.299B,  mu.st  he  submitted 
electronically  using  the 
Ciovermnentwide  Grants.gov  Apply  site 
at  www.Crants.goy.  Through  this  site, 
you  will  he  able  to  download  a  coj)y  of 
the  api)lication  i)ackage,  complete  it 
offline,  and  then  uj)load  and  submit 


your  a])])lication.  You  may  not  email  an 
electronic  copy  of  a  grant  application  to 
us. 

We  will  reject  your  application  if  vou 
.submit  it  in  paj)er  format  unless,  as 
described  el.sewhere  in  this  .section,  vou 
(lualily  for  one  of  the  exceptions  to  the 
electronic  suhmi.ssion  reciuirement  and 
submit,  no  later  than  two  weeks  before 
the  aj)])lication  (leadline  date,  a  written 
.statement  to  the  Department  that  vou 
(pialify  for  one  of  these  exceptions. 
Further  information  nigarding 
calculation  of  the  date  that  is  two  weeks 
before  the  application  (leadline  date  is 
provided  later  in  this  .s(;ction  un(l(;r 
Exception  to  Electronic  Subnussion 
Requirement. 

You  may  access  the  el(;ctronic  grant 
application  for  the  Indian  Education — 
Professional  D(;velopment  jjrogram  at 
www.Crants.goy.  You  mu.st  .s(;arch  for 
the  downloadable  application  package 
for  this  program  by  the  GFDA  numher. 
Do  not  include  the  G.FDA  numh(;r's 
alpha  .suffix  in  vour  .search  (e.g..  search 
for  84.299.  not  84.29913). 

Please  note  the  following: 

•  When  you  enter  the  (Grants.gov  site, 
you  will  find  information  about 
submitting  an  application  el(;ctronically 
through  the  site,  as  well  as  the  hours  of 
opiiration. 

•  Aj)plicati()n.s  r(;ceiv(;(l  by  Grants.gov 
are  date  and  time  stamped.  Your 
application  mu.st  he  fully  uploaded  and 
submitted  and  mu.st  he  date  and  time 
.stam])(;(l  by  the  Grants.gov  .system  no 
later  than  4;3():()()  p.m..  Washington.  IXi 
time,  on  the  ajiplication  (hiadline  date. 
Exce])t  as  otherwise  noted  in  this 
.section,  we  will  not  accept  your 
appli(:ati(m  if  it  is  r(;ceiv(;(l — that  is.  date 
and  time  stamped  by  the  Grants.gov 
.system — after  4:3():()()  p.m.,  Washington, 
D(G  time,  on  the  application  (leadline 
(late.  We  do  not  consider  an  application 
that  (lo(;.s  not  comply  with  the  deadline 
re()uir(;ments.  When  we  retrieve  your 
application  from  (Grants.gov,  we  will 
notify  yon  if  we  are  rej(;cting  yonr 
aj)plication  because  it  was  date  and  time 
stamjjed  by  the  (Grants.gov  system  after 
4:3():()()  p.m..  Washington.  DG  time,  on 
the  application  deadline  date. 

•  The  amount  of  time  it  can  take  to 
upload  an  apj)li(:ali()n  will  varv 
(le])en(ling  on  a  variety  of  factors, 
including  the  size  of  the  application  and 
the  .sp(;e(l  of  your  Internet  comuiction. 
Th(;ref()re,  we  strongly  recomnuaul  that 
vou  do  not  wait  until  the  a])plication 
(hiadline  date  to  hi;gin  the  submission 
jmicess  through  (Grants.gov. 

•  You  should  review  and  follow  the 
Education  Submission  Procedurris  for 
submitting  an  application  through 
(Grants.gov  that  are  included  in  the 
application  package  for  this  program  to 
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oiisim!  that  you  submit  your  application 
in  a  timely  manner  to  the  (lrants.gov 
sy.stem.  Yon  can  also  find  the  Kdncation 
Submission  Pmcediires  pertaining  to 
(Irants.gov  under  News  and  Events  on 
the  Department's  (1.5  system  home  page 
at  u  n  ir.d.l.gfM'. 

•  Yon  will  not  receive  additional 
point  value  hecan.se  yon  submit  your 
a|)plication  in  electronic  format,  nor 
will  we  penalize  von  if  yon  ({ualifv  for 
an  exception  to  the  eliM;tronic 
submission  reipiirement.  as  desi;rihed 
elsewhere  in  this  .sinlion.  and  submit 
your  ap|)lication  in  pajier  format. 

•  Yon  must  submit  ail  documents 
eliHlronically.  including  all  information 
yon  typic;ally  provide  on  the  following 
forms:  the  Application  for  Federal 
.Assistance  (SF  424).  the  De|)artment  of 
Education  Snj)|)lemental  Information  for 
SF  424.  Budget  Information — Non- 
Construction  Programs  (ED  524).  and  all 
nece.ssary  assuraiuxis  and  c;ertifications. 

•  You  must  upload  any  narrative 
sections  and  ail  other  attachments  to 
your  application  as  files  in  a  PDF 
(Portable  Document)  read-only,  non- 
modifiahle  format.  Do  not  upload  an 
interactive  or  fi liable  PDF  file.  If  you 
upload  a  file  type  other  than  a  read¬ 
only.  non-modifiahle  PDF  or  submit  a 
|)a.ssword-protected  file,  we  will  not 
review  that  material. 

•  Your  electronic  application  must 
comply  with  any  j)age-jimit 
nM|uirement.s  de.scrihed  in  this  notice. 

•  After  vou  electronicallv  submit 
your  application,  you  will  receive  from 
(irants.gov  an  automatic  notification  of 
receipt  that  contains  a  (irants.gov 
tracking  numlajr.  (This  notification 
indicates  njceipt  by  (irants.gov  only,  not 
mceipt  by  the  Department.)  The 
D(!partment  then  will  njtrieve  your 
a|)plication  from  Oants.gov  and  send  a 
second  notification  to  you  by  email. 

This  second  notification  indicates  that 
the  Department  has  rectnved  vour 
application  and  has  assigned  your 
application  a  PR/Award  numher  (an  ED- 
specified  identifying  numher  uni(]ue  to 
your  application). 

•  We  may  rcHpiest  that  you  j)rovide  us 
original  signatur(!s  on  forms  at  a  lat(!r 
date. 

Application  Deadline  Date  Extension 
in  (lose  of  Technical  Issues  with  the 
(hants.oov  System:  If  you  are 
experiencing  problems  submitting  your 
application  through  (irants.gov.  ])lea.se 
contact  the  (irants.gov  .Supjmrt  D(!.sk. 
toll  free,  at  1-800-51 8-4728.  You  mu.st 
obtain  a  (irants.gov  Support  Desk  (ia.se 
Numher  and  must  kee])  a  record  of  it. 

If  you  art!  prevcaitcid  from 
el(!ctronically  submitting  your 
application  on  the  application  deadline 
date  hiH:ause  of  technical  problems  with 


the  (Irants.gov  system,  we  will  grant  you 
an  extension  until  4:30:00  ]).m., 
Washington,  D(i  time,  the  following 
husine.ss  day  to  enable  you  to  transmit 
your  ap|)lication  electronically  or  by 
hand  delivery.  Yon  also  may  mail  your 
a])])lication  by  following  the  mailing 
instructions  descrilnul  eksewhere  in  this 
notice. 

If  vou  .submit  an  application  aft(M' 
4:30:00  p.m..  Washington.  D(I  time,  on 
the  a|)plication  deadline  date,  please 
contact  the  jierson  li.stcul  under  FOR 
FURTHER  INFORMATION  CONTACT  in 
section  VII  of  this  notice  and  provide  an 
explanation  of  the  technical  problem 
you  experienced  with  Grants.gov,  along 
with  the  Grants.gov  .Support  Desk  Gase 
Numher.  W'e  will  accejit  your 
ap])lication  if  we  can  confirm  that  a 
technical  problem  occurred  with  the 
Grants.gov  system  and  that  that  j)rohlem 
affected  your  ability  to  submit  your 
a|)plication  by  4:30:00  j).m., 

\Vashington.  DG  time,  on  the 
a])])lication  deadline  date.  The 
D(!partment  will  contact  you  after  a 
d(!termination  is  made  on  wh(!ther  your 
a|)plication  will  he  acce])ted. 

Note:  The  extensions  to  wliidi  we  reler  in 
tliis  sec:tion  apply  only  to  tlie  iniavailal)ility 
of,  or  technical  |)rolj|ems  witli.  tlie  (Irants.gov 
Systran.  We  will  not  grant  you  an  extension 
if  you  failed  to  fully  registcir  to  suhinit  vour 
ap|)licalion  to  (Irants.gov  hefon;  the 
ap|)lication  dciadline  date  and  time  or  if  the 
technifial  irrohlein  you  experienced  is 
unrelated  to  the  (Irants.gov  .system. 

Excei)tion  to  Electronic  Suhniission 
Iteqiiireinent:  You  (pialify  for  an 
exception  to  the  electronic  submission 
retpiirement.  and  may  submit  your 
a|)|)lication  in  paper  format,  if  you  are 
unable  to  submit  an  application  through 
the  Grants.gov  system  becaust; — 

•  You  do  not  have  access  to  the 
Internet:  or 

•  You  do  not  have  the  capacity  to 
upload  large  documents  to  the 
Grants.gov  .system; 

and 

•  No  later  than  two  weeks  beddn;  the 
application  deadline  date  (14  calendar 
days  or,  if  the  fourteenth  calendar  dav 
befon;  the  ajtplication  deatlline  date 
falls  on  a  Fedenil  holiday,  the  next 
business  day  following  the  Fethiral 
holiday),  you  mail  or  fax  a  written 
statement  to  tlu;  Department,  ex])laining 
which  of  th(!  two  grounds  for  an 
exception  prevent  you  from  using  the 
Internet  to  submit  your  aj)plication. 

If  you  mail  your  written  statement  to 
the  Department,  it  mu.st  be  j)o.stmarked 
no  later  than  two  weeks  befon;  tlu; 
ap|)lication  deadline  date.  If  you  fax 
your  written  statement  to  the 
Dej)artment,  we  mu.st  receive  the  faxed 


statement  no  later  than  two  weeks 
before  the  application  deadline  date. 

Address  and  mail  or  fax  your 
statement  to;  Lana  .Shaughne.ssy,  IJ..S. 
Department  of  Educatic)n,  400  Maryland 
Avenue  .SW.,  room  number  3E231, 
Washington.  DG  20202.  Fax:  (202)  200- 
7770. 

Your  paper  ap|)lication  mu.st  be 
submitted  in  iiccordance  with  the  mail 
or  hand  delivery  instructions  described 
in  this  notice. 

b.  Sahmission  of  Pa})er  Applications 
hy  Mail. 

If  you  (jualify  for  an  excejition  to  the 
electronic  submi.ssion  requirement,  you 
may  mail  (through  the  II..S.  Po.stal 
.Service  or  a  conmuircial  carrier)  your 
ajjplication  to  the  De])artment.  You 
must  mail  the  original  and  two  copies 
of  your  application,  on  or  before  the 
api)lication  deadline  date,  to  the 
De])artment  at  the  following  address; 

II. .S.  Dejjartment  of  Education, 
Ajtplication  Gontrol  Genter,  Attention: 
GFDA  Number  84.299B,  I.BJ  Ba.seinent 
Level  1,  400  Maryland  Avenue  SW., 
Washington,  DG  20202-4200. 

You  must  show  i)r()of  of  mailing 
consisting  of  one  of  the  following; 

(1)  A  legibly  dated  II. .S.  Postal  .Service 
|)o.stmark. 

(2)  A  legibh;  mail  receipt  with  the 
date  of  mailing  .stam])ed  by  the  II. .S. 
Postal  .Service. 

(3)  A  dated  shij)j)ing  label,  invoice,  or 
recei])t  from  a  commercial  carrier. 

(4)  Anv  other  proof  of  mailing 
<icce|)table  to  the  .Secretary  of  the  II..S. 
Department  of  Education. 

If  you  mail  your  ajjplication  through 
the  II. .S.  Postal  .Service,  we  do  not 
accept  either  of  the  following  as  proof 
of  mailing; 

(1)  A  ])rivate  metered  ])ostmark. 

(2)  A  mail  receipt  that  is  not  dated  by 
the  II. S.  Postal  Service. 

If  your  a))plic;ation  is  j)o.stmarked  after 
the  a])])lication  deadline  date,  we  will 
not  consider  your  aj)plication. 

jVo/e;The  U.S.  Postal  .Service  does  not 
uniformly  provide  a  dated  postmark. 
Before  relying  on  this  method,  yon 
should  check  with  your  local  post 
office. 

c.  Sahmission  of  Paper  Applications 
hv  Hand  Deliveiv. 

If  you  (pialify  for  an  excejition  to  the 
electronic  submission  re(]uirement,  you 
(or  a  courier  service)  may  deliver  vonr 
paper  apjilication  to  the  Department  by 
hand.  You  mu.st  deliver  the  original  and 
two  co])ies  of  your  ap])lication,  by  hand, 
on  or  before  the  a]j])lication  deadline 
date,  to  the  Department  at  the  following 
address:  II..S.  Dejiartment  of  Education, 
Ai)j)lication  Gontrol  Genter,  Attention: 
(GFDA  NumlM^r  84.29913),  550  12th 
.Street  .SW.,  Room  7041,  Potomac  Genter 
Plaza,  Washington,  DG  20202-4200. 


Federal  Register/ Vol.  78,  No.  17/Friday,  January  25,  2013/Notices 


5429 


I’lu!  Application  Control  Contor 
accepts  hand  deliveries  daily  l)(;t\veen 
8:00  a.ni.  and  4:30:00  p.in.,  Washington, 
DC  time.  exce])t  Saturdays,  Sundays, 
ami  Federal  holidays. 

Neti;  for  Mail  or  Hand  Delivery  of  I’aper 
Applications:  It  you  mail  or  liaiul  deliver 
your  ap])li(:ation  to  llu;  De])arlm(!nt — 

(t)  You  must  indicate!  ou  the  i!nvelo|)(! 
and — if  not  i)rovi(led  by  the  l)(!parlm(!ut — in 
lt(!iu  1 1  of  IIh!  SI’’  424  tiu!  CI’DA  number, 
including  suffix  letter,  if  any.  of  the 
competition  un(l(!r  wbicli  you  are  submitting 
your  apijlication:  and 

(2)  The  Ap|)lication  (ionlrol  Centeir  will 
mail  to  you  a  notification  of  receipt  of  your 
grant  a|)plication.  If  you  do  not  r(!ceive  this 
notification  within  1.5  business  days  from  the 
a))plication  deadline  date,  you  should  call 
the  II. S.  De]jarlmenl  of  Ediu:alion 
Ap])lii;ation  Control  Center  at  (2t)2)  24.5- 
0288. 

V.  Application  Review  Information 

1.  Sehetion  Crittuhi :Tho  selection 
criteria  for  this  comjtetition  are  from  34 
CFR  283.8  and  tire  listed  in  the 
aj)])lication  package. 

2.  /fev’/eiv  and  Self^ction  Proa^ss:  We 
remind  jiotential  apjilicants  that  in 
reviewing  applications  iti  any 
discretionary  grant  competition,  the 
Secretary  may  consider,  nndtir  34  (]FR 
7.5.21 7((1)(3),  the  ])ast  jterformance  of  the 
applicant  in  carrying  out  a  previous 
iiward.  such  as  the  a])plicant’.s  n.se  of 
funds,  achievement  of  jiroject 
objectives,  and  com])liance  with  grant 
conditions.  The  Sec.retarv  mav  also 
consider  whether  the  applicant  failed  to 
submit  a  timely  jierformance  report  or 
submitted  a  report  of  nnaccejjtahle 
(luality. 

In  addition,  in  making  a  competitive 
grant  award,  the  Sec:retarv  also  requires 
various  a.ssurances  including  tho.se 
apjilicahle  to  Federal  civil  rights  laws 
that  prohibit  di.scrimination  in  programs 
or  activities  ret:eiving  Federal  financial 
assistance  from  the  Dejiartment  of 
Education  (34  CFR  1()().4,  104.5,  108.4, 
108.8,  and  110.23). 

3.  Speci(d  Conditions:  Under  34  CFR 
74.14  and  80.12,  the  Secretary  may 
impose  sjjecial  conditions  on  a  grant  if 
the  ajjplicant  or  grantee  is  not 
financially  stable;  has  a  hi.storv  of 
unsatisfactory  performance;  has  a 
financial  or  other  management  system 
that  does  not  meet  the  standards  in  34 
(iFR  parts  74  or  80,  as  apj)licahle;  has 
not  fulfilled  the  conditions  of  a  prior 
grant;  or  is  otherwise  not  responsible. 

VI.  Award  Administration  Information 

1 .  Award  Notions:  If  your  application 
is  successful,  we  notify  your  U.S. 
Repre.sentative  and  U.S.  Senators  and 
send  you  a  (frant  Award  Notification 
(CAN);  or  we  may  send  you  an  ejiiail 


containing  a  link  to  at:ce.s.s  an  electronic 
version  of  your  CAN.  We  mav  notifv 
you  informally,  also. 

If  your  application  is  not  evaluated  or 
not  .selected  for  funding,  we  notifv  von. 

2.  Adininistrativo  and  National  Poliev 
P(;(]nironionts:  We  identify 
administrative  and  national  policy 
reepnrements  in  the  application  package 
and  niference  the.se  and  other 
requirements  in  the  Applicahlo 
Ho^nlations  section  of  this  notice. 

We  reference  the  regulations  outlining 
the  terms  and  conditions  of  an  award  in 
the  Apj)Iiral)lo  Regulations  section  of 
this  notice  and  include  the.se  and  other 
specific  conditions  in  the  CAN.  The 
GAN  also  incorporates  your  aj)j)roved 
ajjplication  as  ])art  of  your  hinciing 
commitments  under  the  grant. 

3.  Repoiiing:  (a)  If  you  apjily  for  a 
grant  under  this  competition,  von  must 
ensure  that  you  have  in  |)lace  the 
necessary  i)roce.sse.s  and  svstems  to 
comply  with  the  rej)orting  recjuirements 
in  2  CFR  170  should  you  receive 
funding  under  this  competition.  This 
does  not  ap])ly  if  you  have  an  exc:eption 
under  2  CFR  17().’l  10(h). 

(h)  At  the  end  of  your  ])roject  period, 
you  must  submit  a  final  performance 
r(!i)ort.  including  financial  information, 
as  directed  by  the  Sec:retary.  If  you 
receive  a  multi-year  award,  you  must 
submit  an  annual  performance  r(!port 
that  provides  the  mo.st  current 
performance  and  financial  expenditure 
information  as  ilirected  by  the  .Secretarv 
under  34  CFR  75.118.  The  Secretarv 
may  also  re(|nir(!  more  frecpient 
performance  reports  under  34  CFR 
75.720(c).  For  specific  requirements  on 
reporting,  please  go  to  http:// 
www.ed.gov/fnnd/grant/applv/ 
appforins/appforins.htnd. 

(c)  During  the  entin;  jjerformance 
period  of  the  grant,  you  must  submit 
information  about  participants  and  their 
status  in  the  j)rogram.  in  the  format 
provided  by  the  Department.  This 
information  will  include  training  costs, 
course  of  study,  and  length  of  training. 

(d)  You  must  submit  to  the 
Dtjpartment  a  copy  of  each  payback 
agreement  signed  by  a  participant  in 
accordance  with  34  CFR  283.8. 

4.  Performance  Measures:  Under  the 
(k)vernment  Rerformance  and  Residts 
Act  of  1993  (CPRA),  the  Department  has 
estahli.shed  the  following  performance 
measures  for  measuring  the  overall 
effectiveness  of  the  Indian  Education 
Rrofe.ssional  Develo]nnent  ])rogram:  (1) 
rhe  percentage  of  jjarticipants  in 
administrator  j)rej)aration  projects  who 
become  ])rincipals,  vice  principals,  or 
other  school  admini.strators  in  LEAs  that 
enroll  five  ])ercent  or  more  American 
Indian  and  Alaska  Native  students;  (2) 


The  percentage  of  partici|)ant.s  in 
teacher  jjniparation  ])roj(!cts  who 
hec:ome  teachers  in  LEAs  that  enroll  five 
percent  or  more  American  Indian  and 
Alaska  Native  students;  (3)  The 
])ercentage  of  program  partieijjants  who 
meet  the  definition  of  “Uighlv 
Qualified”  in  .section  9101(23)  of  the 
ESEA;  (4)  The  ])ercentage  of  program 
partici])ant.s  who  com])lete  their  service 
reepnrement  on  schedule;  (5)  The  co.st 
j)er  individual  who  succe.ssfullv 
comphdes  an  administrator  preparation 
])rogram.  takes  a  position  in  a  school 
district  with  at  lea.st  five  percent 
American  Indian/Alaska  Native 
enrollment,  and  comjjletes  the  .service 
re(inirement  in  such  a  di.strict;  and  (8) 
The  cost  per  individual  who 
successfully  completes  a  teacher 
prej)aration  program,  takes  a  position  in 
such  a  school  district  with  at  lea.st  five 
percent  American  Indian/Alaska  Native 
enrollment,  and  comphdes  the  service 
re(|uirement  in  such  a  di.stric:t. 

These  measures  constitute  the 
Department’s  indicators  of  success  for 
this  ])rogram.  Gon.sequently,  we  advise 
an  ap]5licant  for  a  grant  under  this 
program  to  give  careful  consideration  to 
the.se  measures  in  concej)tualizing  the 
approach  and  evaluation  for  its 
propo.sed  ])roject.  Each  grantee  will  he 
reqnired  to  provide,  in  its  annual 
performance  and  final  re])ort.s,  data 
about  its  ])rogress  in  meeting  these 
measures. 

5.  Continuation  Awards:  In  making  a 
continuation  award,  the  Secretarv  mav 
consider.  und(!r  34  GFR  75.253.  the 
extent  to  which  a  grantee  has  made 
“suh.stantial  progress  toward  meeting 
the  ohjec:tive.s  in  its  approved 
application.”  This  consideration 
includes  the  review  of  a  grantee’s 
progress  in  meeting  the  targets  and 
projected  outcomes  in  its  apjjroved 
ajjplication,  and  doenmented  in  the 
re(juiretl  })artici])ant  report  and  annual 
performanccj  report,  and  whether  the 
grantee  has  expended  funds  in  a  manner 
that  is  consistent  with  its  approved 
a])i)lication  and  budget.  In  general,  the 
grantee  will  demonstrate  j)rogre.s.s  to 
comjihite  the  recruiting  and  selection  of 
partici])ants  in  year  one,  will 
demonstrate  ])rogres.s  in  training  of 
.selected  participants  in  years  two  and 
three!,  and  imjjlement  induction  services 
for  all  graduates  in  year  four.  In  making 
a  continuation  grant,  the  Secretary  also 
considers  whether  the  grantee  is 
operating  in  compliance  with  the 
assurances  in  its  a])proved  application, 
including  tho.se  applicable  to  Federal 
civil  rights  laws  that  prohibit 
di.scrimination  in  })rograms  or  activities 
rec:eiving  Federal  financial  assistance 
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from  the  Ilejiartment  (34  CFR  100.4, 
104..5,  100.4.  108.8,  and  110.23). 

VII.  Agency  (ionlacl 

FOR  FURTHER  INFORMATION  CONTACT: 
l,;ma  .Shaughnessy,  II.S.  Dcjpartnuait  of 
liducation.  400  Maryland  Avenue  .SVV., 
room  3F231.  Washington,  DC'.  20202- 
033,5.  Teleplione:  (202)  205-2528  or  by 
eniai  1:  L(in(i.Sh(iughn(^ssv&(i(l. go\'. 

If  you  use  a  TDD  or  TTY.  call  the  FRS. 
toll  free,  at  1-800-877-8330. 

VIII.  Other  Information 

Acctissihle  Forimit:  Individuals  with 
disabilities  can  obtain  this  document 
and  a  copy  of  the  application  package  in 
an  accessible  format  (e.g..  Braille,  large 
jjrint,  audiotape,  or  coinjiact  disc)  on 
nupiest  to  the  i)rogram  contact  j)erson 
listed  under  FOR  FURTHER  INFORMATION 
CONTACT  in  section  VII  in  this  notice. 

Ehctronic  Accttss  to  This  Document: 
'I'he  official  version  of  this  document  is 
the  document  published  in  the  Federal 
Register.  Free  Internet  accciss  to  the 
official  edition  of  the  Federal  Register 
and  the  ('.ode  of  Federal  Regulations  is 
available  via  the  lYuleral  Digital  .Sv,stem 
at:  wmv.t’po.fiov/fdsys.  At  this  site  you 
can  view  this  document,  as  well  as  all 
other  documents  of  this  Department 
published  in  the;  Federal  Register,  in 
text  or  Adoln;  Portable  Document 
Format  (PDF).  To  use  PDF  vou  must 
have  Adobe  Acrobat  Reader,  which  is 
available  free  at  the  site. 

You  may  also  access  documents  of  the 
Department  published  in  the  Federal 
Register  by  using  the  article  search 
featun;  at:  n  \\’\v.feder(ilr(;‘>istcr.gov. 
Specifically,  through  the  advanced 
search  feature  at  this  site,  vou  can  limit 
yonr  search  to  documents  puhli.shed  by 
the  Dej)artment. 

Diitod:  lanuary  18.  2013. 
t)i4>orah  Delisli;, 

Assistant  Sacratiny  for  Elenumtaiy  and 
Secondary  Education. 

|FR  lloi:.  20i:»-()1424  Filed  l-24-i;t:  «:4.';  am| 
BILLING  CODE  4000-01 -P 


DEPARTMENT  OF  EDUCATION 

Extension  of  Approval  Period  for 
Certain  Tests  Used  in  the  National 
Reporting  System  for  Adult  Education 

agency:  Office  of  Vocational  and  Adult 
Fducation,  Dejiartment  of  Fducation. 
ACTION:  Fxtension  of  ajijiroval  jieriod. 

SUMMARY:  The  .Secretary  announces  an 
extension  of  the  ajiproval  period  for 
tests  that  were  determined  to  be  suitable 
for  use  in  the  National  Rejiorting  .System 
for  a  jieriod  of  three  years,  which  would 
otherwi.se  ex])ire  on  Februarv  2,  2013. 


'I'he  approval  period  for  the.se  tests  is 
extended  to  September  30,  2013.  'I'his 
extension  of  the  apjiroval  period  will 
allow  for  the  comjiletion  of  the  current 
National  Reporting  .System  assessment 
review  cycle. 

FOR  FURTHER  INFORMATION  CONTACT:  )ohn 
LeMaster,  Dejiartment  of  liducation,  400 
Marvland  Avenue  .SW..  Room  11150. 
PCP".  Washington,  DC  20202-7240. 
Telephone;  (202)  24.5-0218  or  by  email: 
John .  IjcM(ister@ed.gov. 

If  you  u.se  a  telecommunications 
device  for  the  deaf  (TDD)  or  a  text 
telephone  (TTY),  call  the  Federal  Relav 


SUPPLEMENTARY  INFORMATION: 

Background 

On  January  14,  2008.  the  Department 
jmblished  in  the  Federal  Register  final 
regidations  for  34  Cd’R  jiart  402. 
Measuring  Fducational  Ciain  in  the 
National  Reporting  .System  for  Adult 
Fducation  (NR.S  regulations)  (73  FR 
2300).  The  NR.S  regulations  established 
the  process  that  the  .Secretary  uses  to 
fletermine  the  suitability  of  tests  for  u.se 
in  the  NR.S.  We  annually  publish  in  the 
Federal  Register,  and  post  on  the 
Internet  at  wn  w.nrswcb.org.  a  list  of  the 
names  of  tests  and  the  educational 
functioning  levels  the  tests  are  suitable 
to  measure  in  the  NR.S  as  recpiired  hv  34 
CFR  402.12(c)(2). 

On  April  10.  2008,  we  published  in 
the  Federal  Register  a  notice  })roviding 
test  publishers  an  opportunity  to  submit 
tests  for  review  under  the  NR.S 
regulations  (73  FR  20010)  (April  2008 
notice).  On  Februarv  2.  2010.  after 
completing  a  review  of  te.sts  submitted 
in  response  to  the  April  2008  notice,  we 
})ublished  in  the  Federal  Register  a 
notice  (February  2010  notice)  listing  the 
tests  and  test  forms  that  the  Secretarv 
determined  to  be  suitable  for  u.se  in  the 
NRS  (75  FR  5303).  The  Secretarv 
determined  tests  and  test  forms  to  he 
suitable  for  a  period  of  either  seven  or 
three  years  from  the  date  of  the  Februarv 
2010  notice.  A  seven-year  apjiroval 
reepnred  no  additional  action  on  the 
part  of  the  publisher,  unless  the 
information  that  the  publisher 
submitted  as  a  basis  for  the  .Secretarv's 
review  was  inaccurate  or  unless  the  test 
was  substantially  revi.sed.  A  three-vear 
ap|)roval  required  a  set  of  conditions  to 
he  met  in  order  to  gain  a  longer  ajijjroval 
period.  If  the  conditions  were  met,  the 
.Secretary  would  ajijirove  a  jieriod  of 
time  for  which  the  te.st  may  continue  to 
he  u.sed  in  the  NR.S.  'I'he  three-year 
a|)j)rovals  expire  on  February  2.  2013. 

On  .Sejitember  12,  2011,  we  published 
in  the  Federal  Register  (70  FR  50188)  a 


notice  (.September  2011  notice)  to 
u])date  the  list  puhlislied  on  February  2, 
2010  (75  FR  5303)  and  clarify  and 
include  suitable  te.st  delivery  formats. 

On  August  0,  2012.  we  published  in  the 
Federal  Register  (77  FR  40740)  a  notice 
(Augn.st  2012  notice)  announcing  the 
same  list  of  test  forms  and  comjniter 
delivery  formats  that  continue(l  to  be 
suitable  for  u.se  in  the  NR.S,  hut  also 
announcing  a  period  during  which 
.States  may  sunset  an  expiring  te.st  and 
transition  to  other  tests  suitable  for  u.se 
in  the  NR.S.  Specifically,  under  the 
sunset  jjrovision.  .States  may  continue  to 
use  tests  with  three-year  NR.S  apjnovals 
expiring  on  February  2,  2013,  during  a 
transition  period  ending  on  )une  30. 
2014.  .States  may  use  the  transition 
period  to  selec;t  new  tests  determined  to 
be  suitable  by  the  Department,  purchase 
approjiriate  inventories  of  assessment 
materials,  and  provide  training  to  staff. 
Finally,  on  .Sejitemher  0,  2012,  we 
announced  in  the  Federal  Register  (77 
FR  54t)04)  the  next  NR.S  review  cvcle, 
inviting  publishers  to  submit  tests  by 
October  1.  2012  so  that  the  Dejiartment 
may  determine  their  suitability  for  use 
in  the  NR.S.  The  Dejiartment  is  currently 
conducting  the  asse.ssment  reviews. 

Extension  of  Approval  I’eriod  for 
Expiring  Tests 

As  stated,  the  Department  previously 
determined  that  certain  te.sts  were 
suitable  for  u.se  in  the  NRS  for  a  period 
of  three  years,  beginning  on  Februarv  2, 
2010  and  expiring  on  February  2,  2013. 
'I'he  exjiiration  of  the  three-year 
ajiprovals  will  occur  during  the 
Dejiartment’s  current  NR.S  assessment 
reviews.  To  allow  for  the  completion  of 
the  current  NR.S  assessment  review 
cycle,  the  Secretarv  is  extending  the 
approval  period  for  these  tests  to 
.September  30.  2013.  Thus,  all  tests 
determined  to  be  suitable  for  use  in  the 
NR.S  through  Fehrnarv  2.  2013  may 
continue  to  be  used  in  the  NR.S  through 
.Sejjteinber  30,  2013.  This  extension 
does  not  affect  the  sunset  period  for 
expiring  te.st.s  provided  in  the  August 
2012  notice;  the  sunset  period  is 
available  until  it  ends  on  )nne  30,  2014. 
[Authority:  34  CFR  402.14) 

Accessible  Format:  Individuals  with 
disabilities  can  obtain  this  document  in 
an  accessible  format  (e.g..  braille,  large 
print,  audiotape,  or  compact  disc)  on 
re(]uest  to  the  contact  jierson  li.sted 
under  FOR  FURTHER  INFORMATION 
CONTACT  in  this  notice. 

Electronic  y\ccess  to  This  Document: 
The  official  version  of  this  document  is 
the  document  jnihli.shed  in  the  Federal 
Register.  P'ree  Internet  access  to  the 
official  edition  of  the  Federal  Register 
and  the  Ckide  of  Federal  Regulations  is 


.Service  (FR.S),  toll  free,  at  1-800-877- 
8339. 
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available  via  the  Federal  Digital  System 
at:  \viv\v.g})o.gov/fdsvs.  At  this  site  you 
can  view  this  document,  as  well  as  all 
other  documents  of  this  Department 
published  in  the  Huleral  Register,  in 
text  or  Adobe  Portable  Document 
Format  (PDF).  To  use  PDF  you  must 
have  Adobe  Acrobat  Reader,  which  is 
available  frcie  at  the  site. 

You  may  also  access  documents  of  the 
D(;])artment  published  in  the  Federal 
Register  by  using  the  article  search 
feature  at:  u'u'u'./hf/eru/rcg/.s/ey-.gov^. 
Sjjecifically,  through  the  advanced 
.search  feature  at  this  site,  you  can  limit 
your  search  to  documents  puhli.shed  by 
the  Department. 

Program  Authority:  20  ll.S.C.  9212. 

Diilod;  lamiary  22.  2013. 

Johan  Uviii, 

Dapuly  Assistant  Sncivtary  far  Policy  and 
S t rat cy i c  Initiatives. 

II'K  Hoc.  21)1:1-01374  F'ilod  1-24-i:i:  8:45  ami 
BILLING  CODE  4000-01 -P 


DEPARTMENT  OF  EDUCATION 

Annual  Notice  of  Interest  Rates  of 
Federal  Student  Loans  Made  Under  the 
William  D.  Ford  Federal  Direct  Loan 
Program 

agency:  Federal  Student  Aid, 
Department  of  Education. 
action:  Notice. 


Catalog  of  I'lnleral  Domestic  Assistance 
(CPDA)  Niiinlier:  84.208. 

DATES:  This  notice  is  effective  January 
2.'5,2()13. 

SUMMARY:  In  accordance  with  hy  section 
4.'i.'5(h)(t))  of  the  Higher  Education  Act  of 
19()5,  as  amended,  the  Chief  Operating 
Officer  for  Federal  Student  Aid 
announces  the  interest  rates  for  the 
jieriod  July  1, 2012.  through  June  30, 
2013,  for  loans  made  under  the  William 
D.  Ford  Federal  Direct  Loan  (Direct 
Loan)  Program.  The  Chief  Operating 
Officer  takes  this  action  to  give  notice  of 
Direct  Loan  intere.st  rates  to  the  ]nihlic. 
FOR  FURTHER  INFORMATION  CONTACT:  Ian 
Foss,  U.S.  Department  of  Education,  830 
First  Street  NE.,  room  11411, 
Washington,  DC  20202.  Telephone: 

(202)  377-3081  or  by  email: 
inn .  foss@e(i.gov. 


If  you  u.se  ;i  telecommunications 
device  for  the  deaf  (TDD)  or  a  text 
tele])hone  (TTY),  call  the  Federal  Relav 
Service  (FRS),  toll  free,  at  1-800-877- 
8339. 

Individuals  with  disabilities  can 
obtain  this  document  in  an  accessible 
format  (e.g.,  braille,  large  jirint, 
audiotape,  or  comjiact  disc)  on  recpiest 
to  the  contact  jierson  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 
SUPPLEMENTARY  INFORMATION:  Section 
4.'i5(h)  of  the  Higher  Education  Act  of 
1903,  as  amended  (HEA)  (20  ll.S.C. 
1087e(h)),  provides  formulas  for 
determining  the  interest  rates  charged  to 
borrowers  for  loans  made  under  the 
Direct  Loan  Program  including:  Federal 
Direct  Subsidized  .Stafford  Loans  (Direct 
Subsidized  Loans);  Federal  Diret;t 
IJnsuhsidized  .Stafford  Loans  (Direct 
llnsuhsidized  Loans);  Federal  Direct 
PLl).S  Loans  (Direct  PLIJ.S  Loans);  and 
Federal  Direct  Con.solidation  Loans 
(Direct  (ion.solidation  Loans). 

'file  Direct  Loan  Program  includes 
loans  with  variable  interest  rates  and 
loans  with  fixed  interest  rates.  Mo.st 
loans  made  under  the  Direct  Loan 
Program  hefore  July  1,  2()()(),  have 
variable  interest  rates  that  change  each 
year.  In  most  cases,  the  variable  interest 
late  formnla  that  applies  to  a  particular 
loan  dejiends  on  the  date  of  the  first 
disbursement  of  the  loan.  The  variable 
rates  are  deteiinined  annuallv  <md  are 
effective  for  each  12-month  jieriod 
beginning  July  1  of  one  year  and  ending 
June  30  of  the  following  year. 

Under  section  433(h)  of  the  HEA, 
Direct  Loans  first  disbursed  on  or  after 
July  1, 2000,  have  a  fixed  interest  rate. 

In  the  ca.se  of  some  Direct 
Con.solidation  Loans,  the  intere.st  rate  is 
determined  hy  the  date  on  which  the 
Direct  Con.solidation  Loan  application 
was  received.  Direct  (iomsolidation 
Loans  for  which  the  ajiplication  was 
received  on  or  after  Fehruarv  1,  1999, 
have  a  fixed  intere.st  rate.  This  fixed  rate 
is  based  on  the  weighted  average  ))f  the 
loans  that  are  con.solidated,  rounded  up 
to  the  neiirest  higher  '/»  of  one  percent 
up  to  a  maximum  rate  of  8.23  percent. 

Under  section  433(h)  of  the  HEA,  the 
Direct  Loan  variable  intere.st  rates  are 
based  on  formulas  that  u.se  the  bond 
ecpnvalent  rates  of  the  91 -day  Treasury 
hills  auctioned  at  the  final  auction  held 


hefore  June  1  of  each  year,  plus  a 
statutory  add-on  jiercentage.  These 
formulas  apjilv  to  all  Direct  .Subsidized 
Loans  and  Direct  llnsuhsidized  Loans; 
Direct  Con.solidation  Loans  for  which 
the  application  was  received  on  or  after 
July  1,  1998,  and  hefore  Fehruarv  1, 

1999;  and  Direct  PLU.S  Loans  dishur.sed 
on  or  after  July  1.  1998.  In  each  case,  the 
calculated  rate  is  capped  hy  a  maximum 
interest  rate.  'I’he  bond  ecjuivalent  rate  of 
the  91 -day  Treasury  hills  auctioned  on 
May  29,  2012,  which  is  used  to  calculate 
the  interest  rates  on  these  loans,  is  0.080 
percent,  which  is  rounded  to  0.09 
percent. 

In  addition,  under  section  433(h)(4)  of 
the  HEA,  the  intere.st  rate  for  Direct 
PLU.S  Loans  that  were  first  disbursed  on 
or  after  July  1.  1994,  and  hefore  July  1, 
1998.  is  based  on  the  weekly  average  of 
the  one-year  constant  maturity  Treasurv 
yield,  as  puhli.shed  by  the  Board  of 
Covernors  of  the  Federal  Reserve 
.System  on  the  last  dav  of  the  calendar 
week  ending  on  or  hefore  June  20  of 
each  year,  plus  a  .statutory  add-ou 
percentage.  The  calculated  rate  is 
capped  hy  a  maximum  interest  rate.  The 
weekly  average  of  the  one-year  constant 
maturity  Treasury  yield  ]nihli.shed  on 
June  22,  2012,  which  is  u.sed  to 
calculate  the  interest  rate  on  the.se  loans, 
is  0.19  ])ercent. 

This  notice  includes  five  charts 
containing  specific  information  on  the 
calculation  of  the  interest  rates  for  loans 
made  under  the  Direct  Loan  Program. 

Uhart  1  contains  information  on  the 
interest  rates  for  variable-rate  Direct 
.Subsidized  and  Direct  llnsuhsidized 
Loans. 

Chart  2  contains  information  on  the 
intere.st  rates  for  variahle-rate  Direct 
PLUS  Loans. 

Chart  3  contains  information  on  the 
intere.st  rates  for  variahle-rate  Direct 
.Subsidized  Consolidation  Loans  and 
Direct  Unsuhsidized  Consolidation 
Loans. 

(ihart  4  contains  information  on  the 
intere.st  rates  for  variahle-rate  Direct 
PLU.S  Consolidation  Loans. 

Chart  3  contains  information  on  the 
intere.st  rates  for  fixed-rate  Direct 
.Subsidized,  Direct  Unsuhsidized,  and 
Direct  PLU.S  Loans. 


Chart  1 — Variable-Rate  Direct  Subsidized  and  Direct  Unsubsidized  Loans 


Cohort 

Index  rate 

Margin 

1  Total  rate 

First  disbursed  on  or 
after 

First  disbursed 
before 

Max.  rate 
(percent) 

91 -Day 

T-Bill  rate 
(percent) 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 
(percent) 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 
(percent) 

7/1/1994  . 

7/1/1995 

8.25 

0.09 

3.10 

3.10 

3.19 

3.19 
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Chart  1— Variable-Rate  Direct  Subsidized  and  Direct  Unsubsidized  Loans— Continued 


Cohort 

Margin 

Total  rate 

First  disbursed  on  or 
after 

First  disbursed 
before 

Max.  rate 
(percent) 

91 -Day 

T-Bill  rate 
(percent) 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 
(percent) 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 
(percent) 

7/1/1995  . 

7/1/1998 

8.25 

0.09 

2.50 

3.10 

2.59 

3.19 

7/1/1998  . 

10/1/2006 

8.25 

0.09 

1.70 

2.30 

1.79 

2.39 

Chart  2  -Variable-Rate  Direct  PLUS  Loans 


Cohort 

Max.  rate 
(percent) 

Index  rate 

Margin 

(percent) 

Total  rate 
(percent) 

First  disbursed  on  or  after 

First  disbursed 
before 

91 -Day 

T-Bill  rate 
(percent) 

1 -Year  con¬ 
stant  treasury 
maturity 
(percent) 

7/1/1994  . 

7/1  ./1 998 
10/1/2006 

9.00 

8.25 

0.19 

3.10 

3.10 

3.29 

3.19 

7/1/1998  . 

0.09 

In  tlu;  remaining  (iharts  3  through  5, 
an  asterisk  ibllowing  a  date  in  a  cohort 
field  indicates  that  the  trigger  for  the 
rate  to  apj)ly  is  an  application  for  a 
!lir(!ct  (Consolidation  Loan  being 


receiveil  either  “on  or  after”  or  "h(;for(!" 
the  (late  in  the  cohort  field.  For 
exainjjle,  the  fourth  row  in  (Chart  3 
describes  the  interest  rate  for  Direct 
Subsidized  and  llnsuhsidized 


Consolidation  Loans  for  which  the 
application  was  rciceived  before  October 
1,  and  that  were  first  dishnr.sed  on 

or  after  ()ctoh(!r  1 ,  1998. 


Chart  3— Variable-Rate  Direct  Subsidized  and  Direct  Unsubsidized  Consolidation  Loans 


Cohort 

Max.  rate 
(percent) 

Index  rate 

— 

Margin 

Total  rate 

First  disbursed  on  or 
after 

First  disbursed 
before 

91 -Day 

T-Bill  rate 
(percent) 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 
(percent) 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 

7/1/1994  . 

7/1/1995 

8.25 

0.09 

3.10 

3.10 

3.19 

3.19 

7/1/1995  . 

7/1/1998 

8.25 

0.09 

2.50 

3.10 

2.59 

3.19 

7/1/1998  . 

10/1/1998 

8.25 

0.09 

1.70 

2.30 

1.79 

2.39 

10/1/1998  . 

10/1/1998* 

8.25 

0.09 

1.70 

2.30 

1.79 

2.39 

10/1/1998*  . 

2/1/1999* 

8.25 

0.09 

2.30 

2.30 

2.39 

2.39 

Chart  4— Variable-Rate  Direct  PLUS  Consolidation  Loans 


Cohort 

Index  rate 

Margin 

Total  rate 

First  disbursed 
on  or  after 

First 

disbursed 

before 

Max.  rate 
(percent) 

91 -Day 
T-Bill  rate 
(percent) 

1 -Year  con¬ 
stant  treasury 
maturity 
(percent) 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 
(percent) 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 
(percent) 

7/1/1994  . 

7/1/1998 

9.00 

0.19 

3.10 

3  10 

3.29 

3  29 

7/1/1998  . 

10/1/1998 

9.00 

0.09 

3.10 

3.10 

3.19 

3  19 

10/1/1998  . 

10/1/1998* 

9.00 

0.09 

■■IIIIIM 

3.10 

3.10 

3.19 

3.19 

10/1/1998*  . 

2/1/1999* 

8.25 

0.09 

2.30 

2.30 

2.39 

2.39 

Chart  5— Fixed-Rate  Direct  Subsidized,  Direct  Unsubsidized,  and  Direct  PLUS  Loans 


Loan  type 

Student  grade  level 

First  disbursed 
on  or  after 

First  disbursed 
before 

Rate 

Subsidized . 

Undergraduate  Students  . 

7/1/2006 

7/1/2008 

6.80 

Subsidized . 

Undergraduate  Students  . 

7/1/2008 

7/1/2009 

6.00 

Subsidized . 

Undergraduate  Students  . 

7/1/2009 

7/1/2010 

5.60 

Subsidized . 

Undergraduate  Students  . 

7/1/2010 

7/1/2011 

4.50 

Subsidized . 

Undergraduate  Students  . 

7/1/2011 

7/1/2013 

3.40 

Subsidized . 

Graduate/Professional  Students  . 

7/1/2006 

7/1/2012 

6.80 

Unsubsidized . 

All  Students  . 

7/1/2006 

7/1/2013 

6.80 

PLUS . 

Parents  and  Graduate/Professional  Stu¬ 
dents. 

7/1/2006 

7/1/2013 

7.90 
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Chart  5— Fixed-Rate  Direct  Subsidized,  Direct  Unsubsidized,  and  Direct  PLUS  Loans— Continued 


Loan  type 

Student  grade  level 

First  disbursed 
on  or  after 

First  disbursed 
before 

Rate 

Consolidation  . 

All  . 

2/1/1999 

7/1/2013 

Weighted  average  of  rates  on  the  loans 
included  in  the  consolidation,  rounded 
to  Vs  of  1  percent,  up  to  8.25  percent. 

N(>1«:  Uiuhir  IIh;  Hii(l<>ot  Control  Act  ol 
2011  (Pill).  L.  112-25)  iiiul  oiToclivc!  lor  loan 
poriods  Ijoginning  on  or  ailor  )nly  1 . 201 2. 
gradnain  and  |)rol(!ssional  stiuUnils  an;  no 
longer  t;ligil)l(;  for  Direct  SnOsidized  Loans. 

Ehcti'onic  Accfiss  to  This  Dociiinont: 
The  official  version  of  this  document  is 
the  document  published  in  the  Federal 
Register.  Free  Internet  access  to  the 
official  edition  of  the  Federal  Register 
and  the  Code  of  Federal  Regulations  is 
available  via  the  Federal  Digital  System 
at:  w’w’w.gpo.gov/fdsvs.  At  this  site  you 
can  view  this  document,  as  well  as  all 
other  documents  of  this  Department 
j)uhlished  in  the  Federal  Register,  in 
text  or  Adobe  Portable  Document 
Format  (PDF).  To  use  PDF  you  must 
have  Adobe  Acrobat  Reader,  which  is 
available  free  at  the  site. 

You  may  al.so  access  documents  of  the 
Department  ])uhlished  in  the  Federal 
Register  by  using  the  article  search 
feature  at:  ivn’w.fodoroln^gister.gov. 
Specifically,  through  the  advanced 
.search  feature  at  this  site,  you  can  limit 
vour  search  to  documents  published  hv 
the  Department. 

Program  Authoritv:  20  IJ.S.C,.  1087  et 
.scup 

Dal(;d;  )anuarv  18.  201 3. 
lames  \V.  Kimcie, 

Chicj  Opiu'dting  Officer.  Federal  Sludeni  Aid. 
|I'R  Ooc.  20i:i-()1421  Kilod  1-24-1:1;  8:4.5  am] 
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DEPARTMENT  OF  EDUCATION 

Annual  Notice  of  Interest  Rates  of 
Federal  Student  Loans  Made  Under  the 
Federal  Family  Education  Loan 
Program 

agency:  Federal  Student  Aid. 
Department  of  Education. 
action:  Notice. 

OaUdog  of  Feder(d  Domestic  Assistance 
(OFDAI  Namher:  84.0:i2. 

SUMMARY:  In  accordance  with  section 
427A  of  the  Higher  Education  Act  of 
1005.  as  amended,  the  Chief  Operating 
Officer  for  Federal  Student  Aid 
announces  the  interest  rates  for  the 
period  July  1, 2012,  through  June  30, 
2013,  for  certain  loans  made  under  the 
Federal  Family  Education  Loan  (FFEL) 
Program.  The  Chief  Ojierating  Officer 


takes  this  action  to  give  notice  of  FFEL 
Program  loan  interest  rates  to  the  juihlic. 
DATES:  'This  notice  is  effective  Januarv 
25.2013. 

FOR  FURTHER  INFORMATION  CONTACT:  Ian 
Fo.ss,  IJ.S.  Department  of  Education,  830 
First  Street  NE.,  room  11411, 

Washington,  DC  20202.  Telephone: 

(202)  377-3081  or  by  email: 
ion .  foss@od.gov. 

If  you  use  a  telecommunications 
device  for  the  deaf  (TOD)  or  a  text 
telephone  (TTY),  call  the  Federal  Relav 
Service  (FRS),  toll  free,  at  1-800-877- 
8339. 

Individuals  with  disabilities  can 
obtain  this  document  in  an  accessible 
format  (e.g.,  braille,  large  print, 
audiotajie,  or  compac:t  disc)  on  request 
to  the  contact  person  listed  under  FOR 
FURTHER  INFORMATION  CONTACT. 
SUPPLEMENTARY  INFORMATION:  Section 
427A  of  the  1  ligher  Education  Act  of 
1905,  as  amended  (HEA)  (20  IJ.S.C. 
Section  1077a),  |)rovides  formulas  for 
determining  the  interest  rates  charged  to 
borrowers  on  loans  made  under  the 
Federal  F’amily  Education  Loan  (FFEL) 
Program,  including  Federal  Subsidized 
and  Dnsuhsidized  Stafford  Loans, 
Federal  PLUS  Loans,  and  Federal 
Con.solidation  Loans. 

The  FFEL  Program  includes  loans 
with  variable  interest  rates  and  loans 
with  fixed  interest  rates.  Mo.st  loans 
made  under  the  FFEL  Program  before 
July  1,  2000,  have  variable  intere.st  rates 
that  change  each  year.  In  most  cases,  the 
variable  interest  rate  formula  that 
ajiplies  to  a  particular  loan  usually 
depends  on  the  date  of  the  first 
disbursement  of  the  loan.  The  variable 
rates  are  determined  annually  and  are 
effective  for  each  12-month  period 
beginning  July  1  of  one  vear  and  ending 
June  30  of  the  following  year. 

Under  .section  427A(k)  of  the  HEA, 
FFEL  Program  loans  first  disbursed  on 
or  after  July  1, 200(),  have  a  fixed 
interest  rate. 

In  the  case  of  some  Federal 
Consolidation  Loans,  the  interest  rate  is 
determined  hv  the  date  on  which  the 
Federal  Consolidation  Loan  ajiplication 
was  received.  Federal  Con.solidation 
Loans  for  which  the  apjilication  was 
received  on  or  after  October  1,  1998, 
have  a  fixed  interest  rate.  This  fixed  rate 


is  based  on  the  weighted  average  of  the 
loans  that  are  consolidated,  rounded  up 
to  the  nearest  higher  '/»  of  one  jiercent 
up  to  a  maximum  rate  of  8.25  percent. 

FFEL  variable  interest  rates  are  based 
on  formulas  that  u.se  the  bond 
eipiivalent  rate  of  the  91-day  Treasurv 
hills  auctioned  at  the  final  auction  held 
before  June  1  of  each  year  plus  a 
statutorily  e.stahlished  add-on.  These 
formulas  apjily  to  all  Federal  Subsidized 
and  llnsuhsidized  Stafford  Loans  first 
disbursed  before  October  1,  1992,  that 
have  been  converted  to  variable  rate 
loans:  all  Federal  Subsidized  and 
Unsuhsidized  Stafford  Loans  first 
disbursed  on  or  after  October  1,  19‘)2, 
and  before  July  1, 2()()(j;  Federal  PLUS 
Loans  first  di.shursed  on  or  after  Julv  1, 
1998,  and  before  July  1. 2()()(j:  and 
Federal  Consolidation  Loans  for  which 
the  Federal  Con.solidation  Loan 
a])i)lii:ation  was  received  on  or  after 
November  13,  19t)7.  and  before  October 
1,  1998.  In  each  case,  the  calculated  rate 
is  cajijied  hv  a  maximum  interest  rate. 
The  bond  ecjuivalent  rate  of  the  91 -day 
Treasurv  hills  auctioned  on  May  2‘). 
2012,  which  is  used  to  calculate  the 
interest  rates  on  these  loans,  is  0.080 
Jiercent,  which  is  rounded  to  0.09 
Jiercent. 

For  Federal  PLUS  loans  first 
disbursed  before  July  1,  1998.  the 
interest  rate  is  based  on  the  weekly 
average  of  the  one-yixir  constant 
maturity  Treasury  yield,  as  jiulilished  by 
the  Board  of  Governors  of  the  Federal 
Reserve  System  on  the  last  day  of  the 
calendar  week  ending  on  or  before  June 
20  of  each  year,  jilus  a  statutory  add-on 
jiercentage.  The  calculated  rate  is 
cajijied  by  a  maximum  interest  rate.  The 
weekly  average  of  the  one-year  constant 
maturity  Treasurv  yield  jiulilished  on 
June  22,  2012,  which  is  used  to 
calculate  the  interest  rate  on  the.se  loans, 
is  0.19  Jiercent. 

This  notice  includes  five  charts 
containing  specific  information  on  the 
calculation  of  interest  rates  for  loans 
made  under  the  FFEL  Program: 

Chart  1  contains  information  on  the 
interest  rates  for  Federal  Subsidized  and 
Un.sulisidized  Stafford  Loans  that  were 
made  as  fixed-rate  loans,  hut  were 
suhsecjuently  converted  to  variable-rate 
loans. 
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(diart  2  contains  information  on  the 
interest  rates  for  varial)l(!-rate  Federal 
Subsidized  and  llnsubsidized  Stafford 
Loans. 


('hart  3  contains  information  on  tin; 
interest  rates  for  varial)le-rat(;  Fiuleral 
PLUS  I.oans. 

(;hart  4  contains  information  on  the 
interest  rates  for  fixed-rate  I'ederal 
(^on.solidation  Loans. 


Chart  5  contains  information  on  tlie 
interest  rates  for  fixed-rate  Federal 
Subsidized  and  Unsiihsidized  Stafford 
and  PLUS  Loans. 


Chart  1— “Converted”  Variable-Rate  Federal  Subsidized  and  Unsubsidized  Stafford  Loans 


Original  fixed  interest  rate 

Max.  rate 
(percent) 

91 -Day  T-Bill 
rate 

(percent) 

Margin 

(percent) 

Total  rate 
(percent) 

8.(K),  increasing  to  10.00%  . 

10.00 

0.09 

3.25 

3.34 

7.00%  . 

7.00 

0.09 

3.25 

3.34 

8.00%  . 

8.00 

0.09 

3.25 

3.34 

9.00%  . 

0.09 

3.25 

3.34 

In  (diarts  2  and  3.  a  dagger  following  of  enrollment  for  which  the  loan  was  “heginning  on  or  after”  the  date  in  the 

a  date  in  a  cohort  field  indicates  that  the  intended  either  “ending  before”  or  cohort  field, 

trigger  for  the  rate  to  apply  is  a  jKjriod 


Chart  2— Variable-Rate  Federal  Subsidized  and  Unsubsidized  Stafford  Loans 


Cohort 

Max.  rate 
(percent) 

91 -Day  T-Bill 
rate 

(percent) 

Margin 

Total  rate 

First  disbursed  on  or 
after 

First  disbursed 
before 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 
(percent) 

In-school, 

grace, 

deferment 

(percent) 

All  other 
periods 
(percent) 

10/1/1992  . 

7/1/1994 

9.00 

0.09 

3.10 

3.19 

3.19 

7/1/1994  . 

7/1/1994t 

8.25 

0.09 

3.10 

3.10 

3.19 

3.19 

7/1/1994  . 

7/1/1995 

8.25 

0.09 

3.10 

3.10 

3.19 

3.19 

7/1/1995  . 

7/1/1998 

8.25 

0.09 

2.50 

3.10 

2.59 

3.19 

7/1/1998  . 

7/1/2006 

8.25 

0.09 

1.70 

2.30 

1.79 

2.39 

i  Note:  The  KFEL  Program  loans  nipnisented 

in  the  first  row  in  (liarl  2  wcire  only  made 
to  "new  l)orrow(!rs"  on  or  alter  October  1 . 

}  I’lie  M’FL  Program  loans  rtiprijsmited  in 

llie  s»K:ond  row  in  ('hart  2  were  onlv  made! 

I 

j  to  "lUiW  borrowers"  on  or  all<!r  Inly  1.  1994. 

Tbe  FF’FL  Program  loans  n!i)resented  in  iIk; 
third  row  in  (3iart  2  must — in  addition  to 


having  Inuiii  first  dishursi^d  on  or  alter  )idy 
1.  1994.  and  hefon;  inly  1.  199,^ — have  InMm 
mad(!  for  a  jxM'iod  ofenrollnumi  that  Ixigan 
on  or  incliKhui  July  1.  1994. 

In  ("harts  3  and  4.  an  asterisk 
following  a  date  in  a  cohort  field 
indicates  that  the  relevant  trigger  is  an 
applic:ation  for  a  Federal  Consolidation 


Loan  being  received  either  “on  or  after” 
or  “before”  the  date  in  the  cohort  field. 
For  examjile,  the  sixth  row  in  ('hart  3 
describes  the  interest  rate  for  a  Federal 
(Consolidation  Loan  for  which  the 
application  was  receix'ed  on  or  after 
November  13,  1997.  hut  before  ()c;toher 
1,  1998. 


Chart  3— Variable-Rate  Federal  PLUS,  SLS,  and  Consolidation  Loans 


Loan  type 

Cohort 

Max.  rate 
(percent) 

Index  rate 

Margin 

(percent) 

Total  rate 
(percent) 

First  disbursed 
on  or  after 

First  disbursed 
before 

91-Day  T-Bill 
rale 

(percent) 

1-Year  Con¬ 
stant  Treasury 
Maturity 
(percent) 

PLUS  and  SLS . 

10/1/1992 

12.00 

0.19 

3.25 

3.44 

SLS  . 

10/1/1992 

7/1/1994t 

11.00 

0.19 

3  10 

3  29 

PLUS  . 

10/1/1992 

7/1/1994 

10.00 

0  19 

3  10 

3  29 

PLUS  . 

7/1/1994 

7/1/1998 

9.00 

0.19 

3.10 

3  29 

PLUS  . 

7/1/1998 

7/1/2006 

9.00 

0.09 

3.10 

3.19 

Consolidation  . 

11/13/1997* 

10/1/1998* 

8.25 

0.09 

3.10 

3.19 

HHS  Portion  of  Consoli- 

dation  . 

0.09 

3.00 

3.09 

The  last  row  in  (Chart  3  refers  to  attributable  to  loans  made  by  the  U.S. 

portions  of  Federal  (Consolidation  Loans  Diipartment  of  Health  and  Human 


Services  under  subpart  1  of  jiart  A  of 
title  Vll  of  the  Public  Health  Service 
Act. 
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Chart  4— 

Fixed-Rate  Consolidation  Loans 

First  disbursed  on  or 
after 

First  disbursed 
before 

Max.  rate 
(percent) 

Rate 

7/1/1994 

Weighted  average  of  rates  on  the  loans  included  in  the  consolidation,  rounded  to 
nearest  whole  percent,  but  not  less  than  9.00%. 

Weighted  average  of  rates  on  the  loans  included  in  the  consolidation,  rounded  upward 
to  nearest  whole  percent. 

Weighted  average  of  rates  on  the  loans  included  in  the  consolidation,  rounded  to  the 
nearest  higher  Ve  of  1  percent. 

7/1/1994  . 

11/13/1997* 

10/1/1998  . 

7/1/2010 

8.25 

Chart  5 — Fixed-Rate  Federal  Subsidized  and  Unsubsidized  Stafford  and  PLUS  Loans 


Loan  type 

Student  grade  level 

First  disbursed 
on  or  after 

First  disbursed 
before 

Rate 

(percent) 

Subsidized  . 

Undergraduate  Students . 

7/1/2006 

7/1/2008 

6.80 

Subsidized  . 

Undergraduate  Students . 

7/1/2008 

7/1/2009 

6.00 

Subsidized  . 

Undergraduate  Students . 

7/1/2009 

7/1/2010 

5.60 

Subsidized  . 

Graduate/Professional  Students  . 

7/1/2006 

7/1/2010 

6.80 

Unsubsidized  . 

All  Students . 

7/1/2006 

7/1/2010 

6.80 

PLUS  . 

Parents  and  Graduate/Professional  Students  . 

7/1/2006 

7/1/2010 

8.50 

No  n(!\v  loans  linvc  Ixuni  made  iiiulor 
llu!  l'’l'’EL  Program  sincx;  Iiino  30.  2010. 

Ehct ionic  Accf^ss  to  This  Document: 
'riu!  official  version  of  this  docuinent  is 
the  docuinent  puhlislied  in  the  Federal 
Register.  Free  Internet  access  to  tlie 
official  edition  of  the  Federal  Register 
and  the  (’ode  of  Federal  Regulations  is 
available  via  the  Federal  Digital  System 
at:  u’\v\v.<>[)o.gov/fcisvs.  At  this  site  yon 
can  view  this  document,  as  well  as  all 
other  documents  of  this  Department 
published  in  the  Federal  Register,  in 
text  or  Adobe  Portable  Document 
Format  (PDF).  To  use  PDF  yon  must 
have  Adobe  Acrobat  Reader,  which  is 
available  free  at  the  site. 

Yon  may  al.so  access  documents  of  the 
Department  jrnhlished  in  the  Federal 
Register  by  using  the  article  search 
feature  at:  \viv\v.federaIrei>ister.gov. 
Specifically,  through  the  advanced 
.search  feature  at  this  site,  yon  can  limit 
your  search  to  documents  published  by 
the  Dejiartment. 

Program  Authority:  20  U..S.C.  1071  et  seq. 

Dated:  lamiary  18.  2013. 

James  W.  Ruiicie, 

(ihief  Opemling  Officer  Fadenil  Student  Aid. 
|FR  Hoc.  201:1-0142:1  Filed  1-24-13:  8:4,1  iiiii| 
BILLING  CODE  4000-01 -P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings 

Take  notice  that  the  Clomniission  has 
received  the  following  Natural  Gas 
Pipeline  Rate  and  Refund  Report  filings: 
Docket  Numbers:  RP 13-44 8-000. 


Applicants:  Great  Lakes  Gas 
Transmission  Limited  Par. 

Description:  Grout  Lakes  Gas 
Transmi.ssion  Limited  Partnership 
Revenue  Subject  to  Sharing  Trne-ll]) 
Rejiort. 

riled  Date: 

Accession  Number:  2013011.5-.5083. 

(iomments  Dae:  .5  |).m.  FT  1/28/13. 

Docket  Numbers:  RPl  3-449-000. 

Applicants:  Natural  Gas  Pijieline 
Gompany  of  America. 

Description:  Natural  Cias  Pipeline 
Gompany  of  America  LLfi  submits  tariff 
filing  per  154.204:  Tenaska 
Amendmemt  Filing  to  he  effective  1/10/ 
2013. 

Filed  Date:  1/10/13. 

Accession  Number:  20130110-5022. 

Comments  Dae:  5  p.m.  FT  1/28/13. 

Docket  Numbers:  RPl  3-450-000. 

Applicants:  Natural  (ms  Pijjeline 
Gomjiany  of  America. 

Description:  Natural  Gas  Pipeline 
(’omjiany  of  America  LL(]  submits  tariff 
filing  per  154.204:  Tenaska  Neg  Filing  to 
he  effective  1/10/2013. 

Filed  Date:  1/10/13. 

Accession  Number:  20130110-5023. 

Comments  Due:  5  p.m.  FT  1/28/13. 

Any  person  desiring  to  intervene  or 
jirotest  in  any  of  the  above  proceedings 
must  file  in  accordance  with  Rides  211 
and  214  of  the  (’ommi.ssion’s 
Regulations  (18  GFR  385.211  and 
385.214)  on  or  before  5:00  p.m.  Fastern 
time  on  the  specified  comment  date. 
Prote.sts  may  he  considered,  but 
intervention  is  necessarv  to  become  a 
party  to  the  proceeding. 


Dated:  January  Ki.  2013. 

Nathaniel  J.  Uavis,  Sr., 

Deputy  Secretary. 

|FR  Doc:.  2(li:i-ni.1()8  Filed  1-24-13:  8:4.1  and 
BILLING  CODE  6717-01-P 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings  #1 

Take  notice  that  the  Gommission 
received  the  following  electric  corjiorate 
filings: 

Docket  Numbers:  E(’l  3-03-000. 
Applicants:  Dvnegv  Roseton,  L.f..(L, 
GCl  Roseton  LL(’. 

Description:  joint  Apjilication  for 
Ajiproval  under  Section  203  of  the 
Fetleral  Power  Act  and  Reijuest  for 
Expedited  Gonsideration  of  Dynegy 
Roseton,  L.L.G.  and  GGl  Roseton  lL(]. 
Filed  Date:  1/10/13. 

Accession  Number:  20130110-5132. 
Comments  Due:  5  ji.in.  FT  2/0/13. 

Take  notice  that  the  (Commission 
received  the  following  electric  rate 
filings: 

Docket  Numbers:  HR lO-l 5(19-00 1 : 
FR12-21-005:  FlUO-2783-003:  ERlO- 
2784-003:  ER1 1-2855-004:  ERlO-2791- 
003:  ERlO-2792-003:  ERl 0-1 504-002: 
ERl 0-1 505-002:  ERl 0-2795-003:  ERlO- 
2798-003:  ERl 0-1 575-001:  ERlO-2799- 
003:  ERlO-2801-003  ERl  1-3727-002: 
ERl 0-1 500-002:  ERl 2-24 13-001:  ERl  1- 
2002-002:  ER 1 0-28 1 2-002:  ER 1 0- 1 291- 
003:  ERlO-2843-001  ERl  1-4307-002: 
ER12-1 71 1-002:  ERl 0-2840-003:  ER12- 
201-001:  ERlO-2871-001:  ERlO-2875- 
003;  ERlO-1508-002  ERlO-1 581-004: 
ERl 0-2870-003:  ERl 0-2878-003:  ERlO- 
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2H7n-()0:i:  EIUI)-2H8()-(H)3:  EH  1 0-2888- 

003:  EIU 0-2800-003  EEJ  0-201 3-003: 

EE  1 0-20 1 4-003:  EE  1 0-20 1 0-003:  EE  1 0- 
2015-003:  EEl 2-1 525-002:  EE12-2010- 
00 1 :  EE  1 2-2308-00 1  EE  1 0- 1 582-00 1 : 

EE  1 1  -3450-00 1 :  EE  1 0-203 1  -003:  EE  1 0- 
2000-003:  EEl  1-4308-002:  EElO-1580- 
004:  EEl  1-2850-004:  EEl  1-2857-004: 
EEl 0-2047-003:  EEl  1-2504-001:  EEl  1- 
2505-001:  EEl  1-2804-001:  EEl  1-2500- 
001:  EEl  1-2508-001:  EEl 2-21 37-001 : 
EEl  1-2510-001:  EEl 2-2545-001:  EEl  1- 
2803-00 1 :  EE  1 1-2854-00 1 :  EE  1 1 -25 1 3- 
00 1 :  EE  11-251 5-00 1 :  EE  1 1 -2 742-00 1 : 
EEl  1-2784-001:  EEl  1-2805-001:  EElO- 
3143-003. 

Applicants:  NRG  Power  Marketing 
LLG,  Ague  Caliente  .Solar.  LLG,  Arthur 
Kill  Power  LLG.  Astoria  Gas  Turbine 
Pow(!r.  Avenal  l^irk  LLG.  Bayou  Gove 
Peaking  Power  LLG,  Big  Gajun  1  Peaking 
Power  LLG.  Gahrillo  Power  1  LLG. 
Gabrillo  Power  II  LLG.  Goneinaugh 
Power  LLG.  Gonneeticut  jet  Power  LLG, 
Gotlonwt)od  Energy  Goinpany.  LP. 
llevon  l^ower  LLG.  Dunkirk  Power  LLG. 
El  .Segnndo  Energy  Genter  LLG,  El 
.S(*gundo  l^ower  I.LG.  Energy 
Alternatives  Wholesale,  LL(L  Energy 
Plus  Holdings  LLG,  GenGon  Devon  LLG. 
GiMiGon  Energy  l,L(L  Gen(]on 
Middletown  l.LG.  Green  Mountain 
Energy  Goinpany.  High  Plains  Ranch  11. 
LI.G.  Huntley  Power  LLG.  Inde])en(lence 
Energy  LLG.  Indian  River  Power  LLG, 
Keystone  Power  LLG,  Long  Beach 
Generation  LLG,  Long  Beach  Peakers 
I.LG,  Louisiana  Generating  LLG. 
Middletown  l^iwer  LLG.  Montville 
Power  LLG.  NEO  k'reehold  LLG. 

Norwalk  Power  LLG.  NRG  Energv 
Genter  Dover  LLG.  NRG  Energy  Genter 
Paxton  LEG..  NRCJ  New  Jersev  Energv 
Sales  LLG.  NRG  Rockford  LLG.  NRG 
Rockford  11  LLG.  NRG  .Solar  Aljiine  LL. 
NRG  Solar  Avra  Valiev  LLG.  NRCi  Solar 
Borrego  1  l.LG.  NRG  Solar  Blythe  LLG. 
NRG  Solar  Roadrunner  LLG.  NRG 
.Sterlington  Power  I. LG.  Oswiigo  Harbor 
Power  LLG.  Reliant  Energy  Nortluiast 
LLG,  .Saguaro  Power  Gomj)any  LP,  .San 
Drag  LLG.  Sun  Gity  Project.  Vienna 
Power  LLG.  GenOn  Bowline.  LLG. 
(jiiiiOn  Ganal,  LLG,  GenOn  Ghalk  Point, 
LLG,  Gen(3n  Delta.  LLG.  GenOn  Einjrgv 
Management.  LLG.  GenOn  Florida.  LP, 
GiiiiOn  Kendall,  LLG.  GenOn  Marsh 
Liinding.  LLG.  GenOn  Mid-Atlantic, 
I.LG,  GenOn  Potomac  River,  LLG. 
GenOn  Power  Midwest.  LP.  GenOn 
REM  A.  LLG.  GenOn  We.st.  LP.  GenOn 
Whole.sale  Generation,  LP,  RRl  Energv 
.S(!rvices.  LIT),  .Sabine  Gogen.  LP. 

Description:  Notice  of  Non-Material 
Ghange  in  .Status  of  NRG  Power 
Marketing  LLG.  et  al. 

Eilccl  Date:  1/14/13. 

Accession  \hnnber:  201301 14-.')241. 
(ionnnents  Dae:  5  p.m.  ET  2/4/13. 


Docket  Nninbers:  ERl  3-708—000. 

Applicants:  Northern  .States  Power 
Goinpany.  a  Minne.sota  cor|)oration. 

Description:  Northern  .States  Power 
Goinpany.  a  Minne.sota  Gorporation 
submits  tariff  filing  per  3.'j.l3(a)(2](iii: 
201 3-01 -lO  MSHL  TOP  Agrmt-.''}30  to 
l)(i  effective  12/1/2012. 

Eiled  Date:  1/10/13. 

Accession  Number:  201 301 1 0-.'il  1 3. 

(Comments  Dae:  .5  p.m.  ET  2/0/13. 

Docket  Numbers:  ERl  3-709-000. 

Applicants:  Enteryi^y  Mississippi,  Inc. 

Description:  Entergy  Mississippi,  Inc. 
submits  tariff  filing  jier  3.5.1 3(a)(2)(iii: 
EMI— EAl  .Splmntl  Tins  Upgrades  Gost 
Agreement  to  he  effective  12/18/2013. 

Eiled  Date:  1/10/13. 

Accession  Number:  201 301 1 0-.51 20. 

(Comments  Due:  .5  p.m.  ET  2/0/13. 

Docket  Numbers:  ERl 3-770-000. 

Applicants:  Entergy  Louisiana,  LLG. 

Description:  Entergy  Louisiana,  LLG 
submits  tariff  filing  per  3.5.13(a)(2)(iii: 
ELL— EAl  Ouachita  .Sphnnt  Ti  ns  Gost 
Agrnmt  to  he  effective  12/18/2013. 

Eiled  Date:  1/10/13. 

Accession  Number:  20130110-.5127. 

(Jonnnents  Due:  .5  ]).m.  ET  2/0/13. 

The  filings  an;  accessible  in  the 
Gommission’s  eLihrary  system  by 
clicking  on  the  links  or  (pierying  the 
docket  number. 

Any  iierson  desiring  to  intervene  or 
jirote.st  in  anv  of  the  above  proceedings 
must  file  in  accordance  with  Rules  211 
and  214  of  the  Gommi.ssion’s 
Regulations  (18  GFR  38.5.211  and 
385.214)  on  or  before  5:00  p.m.  Ea.stern 
time  on  the  specified  comment  date. 
Protests  may  he  considered,  hut 
intervention  is  necessary  to  become  a 
partv  to  the  jjroceeding. 

eFiling  is  encouraged.  More  detailed 
information  relating  to  filing 
requirements,  interventions,  ])rote.st.s, 
service,  and  cpialifying  facilities  filings 
can  h(!  found  at:  http://\\’\v\\’.ferc.‘>ov/ 
docs-filinf>/efiling/filing-re(].i}df.  For 
other  information,  call  (800)  208-3070 
(toll  free).  For  TTY,  call  (202)  502-8059. 

Dated;  lanuarv  17.  2013. 

Nalhaiiifd  |.  Davi.s,  Sr., 

Depuiv  Secretary. 

|FR  Ocic.  2()i:i-ai.'')()li  Filed  1-24-1:1:  am| 
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DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings  #1 

Take  notice  that  the  Gommission 
received  the  following  electric  rate 
filings: 


Docket  Numbers:  ERl  2-1 204-004. 

Applicants:  PjM  Interconnection, 
L.L.G. 

Description:  PJM  Interconnection, 
L.L.G.  submits  Gonqiliance  Filing  ])er 
11/10/2012  Order  in  “ERl  2-1 204”  K 
ER12-2391  eff.  10/1/2012  to  he  effective 
10/1/2012. 

Eiled  Date:  \  115113. 

Accession  Number:  201 301 1 5-511 1). 

Comments  Due:  5  p.m.  ET  2/5/13. 

Docket  Numbers:  l']Rl  2-2391-003. 

Applicants:  PJM  Interconnection, 
L.L.G. 

Description:  PJM  Interconnection. 
L.L.G.  submits  Compliance  Filing  ])er 
11/10/2012  Order  in  ERl 2-1 204  & 

“ERl  2-2391”  eff  12/1/2012  to  he 
effective  12/1/2012. 

Eiled  D(de:  ll  15113. 

Accession  Number:  201 301 1 5-5120. 

(Comments  Due:  5  ]).m.  ET  2/5/13. 

Docket  Numbers:  ERl  3-2?)0-000. 

Ap/j/yenn/.s;  Michigan  Power  Limited 
Partnership. 

Description:  Michigan  Power  Limited 
Partnership  submits  Sup])lement  to  11/ 
01/2012  Revision  to  Market-Based  Rate 
Tariff. 

Eiled  Date:  12/13/12. 

Accession  Number:  20121213-5135. 

(Comments  Due:  5  p.m.  ET  1/25/13. 

Docket  Numbers:  ERl  3-705-000. 

Applicants:  New  Mexico  Green 
Initiatives.  LLG. 

Description:  New  Mexico  Green 
Initiatives,  LLG  submits  tariff  filing  jier 
35.15:  Tariff  Gancellation  to  he  effective 
1/10/2013. 

Eiled  Date:  1/10/13. 

Accession  Number:  201 301 1 0-5000. 

Comments  Due:  5  j).m.  ET  2/0/13. 

Docket  Numbers:  ERl  3-700-000. 

Applicants:  Smoky  Mountain 
Transmission  LLG. 

Description:  Smoky  Mountain 
Transmission  LLG  submits  tariff  filing 
per  35.13(a)(2)(iii:  Tariff  filing  to  he 
effective  1-10-2013  to  he  effective  1/10/ 
2013. 

Eiled  D(de:  1/10/13. 

Accession  Number:  20130110-50t)8. 

Comments  Due:  5  ji.m.  ET  2/0/13. 

Docket  Numbers:  ERl  3-707-000. 

Applicants:  Badger  Windpower,  LLG. 

Description:  Bailger  Windpower,  LLG 
submits  tariff  filing  jier  35.15:  Badger 
Wind])ower  Tariff  Gancellation  to  he 
effective  12/21/2012. 

Eiled  Date:  1/10/13. 

Accession  Number:  20130110-5102. 

Comments  Due:  5  p.m.  ET  2/0/13. 

'I’ake  notice  that  the  Gommission 
received  the  following  (pialifying 
facility  filings: 

Docket  Numbers:  QFl  2-1 74-000. 

Applicants:  Winona  (x)nntv  Wind, 
LLG. 
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Description:  Refund  Report  of  Winona 
Cionntv  Wind,  LLC. 

/•7/ef//>;/e;01/13/2()13. 

Accession  Nninher:  201 3011 5-3123. 

(ionnneni  Dote:  3  j).in.  ET  2/3/13. 

The  filings  art;  a(:(:es.sil)le  in  the 
( ioin in i.ssi oil's  eLihrarv  system  hv 
clicking  on  the  links  or  (pierying  the 
docket  nninher. 

Any  ])erson  desiring  to  intervene  or 
protest  in  any  of  the  above  jiroceedings 
mn.st  file  in  accordance  with  Rules  211 
and  214  of  the  Coininission’s 
Regulations  (18  CFR  383.211  and 
383.214)  on  or  liefore  3:00  ]).in.  Eastern 
time  on  the  sjiecified  comment  date. 
Protests  may  he  considered,  hut 
intervention  is  necessary  to  become  a 
party  to  the  jiroceeding. 

eFiling  is  encouraged.  More  detailed 
information  relating  to  filing 
reipiirements,  interventions,  protests, 
.service,  and  (jiialifying  facilities  filings 
can  he  found  at:  http://\v\\’\\'. fere. gov/ 
docs-filing/efiling/filing-recj.pdf.  For 
other  information,  call  (800)  208-3070 
(toll  free).  For  TTY,  call  (202)  302-8050. 

tlatiul:  laiuiary  10.  2013. 

Nathaniel  ).  Davis,  Sr., 

Deputy  Secrete ry. 

|I•'K  Doc.  ^oni-oi.soa  MIikI  1-24-1:1:  »:4r.  anil 
BILLING  CODE  6717-01-P 

DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

Combined  Notice  of  Filings 

Take  notice  that  the  Commission  has 
received  the  following  Natural  Gas 
Pipeline  Rate  and  Refund  Report  filings: 

Docket  Numbers:  RPl  3^31-000. 

Applicants:  Gulf  Crossing  Pijieline 
Comjiany  EEC. 

Description:  IT  Discount  Filing  to  be 
effective  2/17/2013. 

Filed  Date:  1/17/13. 

Acce.ssion  Nninher:  20130117-3020. 

(Comments  Dae:  3  ]).m.  ET  1/29/13. 

Docket  Numbers:  RPl  3— 432-000. 

Applicants:  Gulf  South  Pipeline 
Gompany,  EP. 

Description:  IT  Discount  Filing  to  he 
effective  2/17/2013. 

Filed  Date:  1/17/13. 

Accession  Number:  20130117-3027. 

Comments  Dae:  3  p.m.  ET  1/29/13. 

Docket  Numbers:  RPl  3^33-000. 

AppIicants:Tv.X€is  Gas  Transmission, 
EEC. 

Description:  IT  Di.sconnt  Filing  to  he 
effective  2/17/2013. 

Filed  Date:  1/17/13. 

Accession  Number:  20130117-3028. 

Comments  Due:  3  ji.m.  ET  1/29/13. 


Docket  Numbers:  RPl  3-434-000. 

Applicants:  Petal  Gas  Storage,  E.E.G. 

Description:  IT  Di.sconnt  Filing  to  he 
effective  2/17/2013. 

Filed  Date:  1/17/13. 

Accession  Number:  201 301 1  7-3029. 

(j'omments  Dae:  3  ]).m.  ET  1/29/13. 

Docket  Numbers:  RPl  3-45.3-000. 

Applicants:  Ozark  Gas  Transmi.ssion, 
E.E.G. 

Description:  )an  2013  Cileannp  Filing 
to  (iajiitalize  Defined  Terms  to  he 
effective  2/17/2013. 

Filed  Date:  MU/'i:]. 

Accession  Number:  201 301 1 7-3030. 

(iomments  Due:  3  ji.m.  ET  1/29/13. 

Docket  Numbers:  RPl  3-430-000. 

Applicants:  Big  Sandy  Pijieline,  EEG. 

Description:  Jan  2013  ('leannp  Filing 
to  Gajiitalize  Defined  Terms  to  he 
effective  2/17/2013. 

Filed  Date:  1/17/13. 

Accession  Number:  20130117-3049. 

Comments  Due:  3  p.m.  ET  1/29/13. 

Docket  Numbers:  RPl  3-437-000. 

Applicants:  Kinder  Morgan  Illinois 
Pipeline  EECi. 

Description:  Penalty  Revenue 
Grediting  Rejiort  of  Kinder  Morgan 
Illinois  Pijieline  EEG. 

Filed  Date: 

Accession  Number:  20130117-3104. 

(Comments  Dae:  3  p.m.  ET  1/29/13. 

Docket  Numbers:  CPI  3-29-000. 

Applicants:  Cohnnhia  Cas  of  Ohio, 
Inc. 

Description:  (iolnmhia  Gas  of  Ohio, 
Inc.  apjilication  for  a  limited 
jurisdiction  blanket  certificate  of  ])nhlic 
convenience  and  necessity,  pursuant  to 
Section  284.224  of  the  (Commission. 

File  Date:  1/17/13. 

Comments  Due:  3  p.m.  ET  1/28/13. 

Docket  Numbers:  RPl  3-438-000. 

Apfilicants:  Trailhlazer  Pipeline 
Gomjiany  EE(C. 

Description:  Gancel  3th  Revised 
Volume  to  he  effective  2/18/2013. 

Filed  Date:  1/18/13. 

Accession  Number:  201 301 1 8-3001 . 

Comments  Due:  3  p.m.  ET  1/30/13. 

Docket  Numbers:  RPl  3-439-000. 

Applicants:  Trailhlazer  Piiieline 
(Comiiany  EECC. 

Description:  Trailhlazer  Baseline  to 
Section  based  to  he  effective  2/18/2013. 

Filed  Da/e;  1/18/13. 

Accession  Number:  201 301 1 8-3002. 

Comments  Due:  3  p.m.  ET  1/30/13. 

Any  jierson  desiring  to  intervene  or 
prote.st  in  any  of  the  above  jiroceedings 
must  file  in  accordance  with  Rules  211 
and  214  of  the  CCommission’s 
Regulations  (18  GFR  385.211  and 
383.214)  on  or  before  3:00  ji.m.  Eastern 
time  on  the  specified  comment  date. 
Prote.sts  may  he  considered,  hut 


intervention  is  necessary  to  become  a 
jiarty  to  the  jiroceeding. 

Filings  in  Existing  Proceedings 

Docket  Numbers:  RPl  3-81-003. 

Applicants:  (Caledonia  Energv 
Partners.  E.E.(C. 

Description:  (Caledonia  Energv 
Partners,  E.E.G.  snhmits  tariff  filing  jier 
134.203:  (Caledonia  (Correction  to  FERG 
Gas  Tariff  to  (Comjily  with  FER(C  Order 
No.  387-V  to  he  effective  12/1/2012. 

Filed  Date:  1/17/13. 

Accession  Number:  20130117-5145. 

Comments  Due:  5  ji.m.  ET  1/29/13. 

Docket  Numbers:  RPl  2-81 3-001. 

Applicants:  Gulf  South  Pijieline 
(Comjiany,  EP. 

Description:  Gulf  South  Pijieline 
(Comjiany,  EP  snhmits  tariff  filing  jier 
134.203:  CComjiliance  Filing  in  RP12- 
813  to  he  effective  1/1/2013. 

Filed  Date:  m/'l8/2(n3. 

Accession  Number:  20130118-3138. 

Comments  Due:  3  ji.m.  ET  1/30/13. 

Docket  Numbers:  RP12-814-001. 

/\pplicants:CjuU (Crossing  Pijieline 
(Comjiany  EE(C. 

Description:  (Ciilf  (Crossing  Pijieline 
Comjianv  EEG  snlimits  tariff  filing  jier 
134.203:  (Comjiliance  filing  in  Docket 
No.  RP12-814  to  he  effective  1/1/2013. 

Filed  Date: 

Accession  Number:  20130118-3137. 

Comments  Due:  3  ji.m.  ET  1/30/13. 

Docket  Numbers:  RPl  2-820-001. 

/l/i/i/icaa/.s:  Texas  (Cas  Transmission. 
EE(C. 

De.scriptioiuTexds  (Cas  Transmission, 
EE(C  snlimits  tariff  filing  jier  154.203: 
(Comjilianc:e  filing  in  Docket  No.  RP12- 
820  to  he  effective  1/1/2013. 

Filed  Date:  1/18/13. 

Accession  Number:  20130118-5139. 

Comments  Due:  3  ji.m.  ET  1/30/13. 

Any  Jierson  desiring  to  jirotest  in  any 
the  above  jiroceedings  must  file  in 
accordance  with  Rule  211  of  the 
(Commission’s  Regulations  (18  GFR 
383.211)  on  or  before  3:00  ji.m.  Eastern 
time  on  the  sjiecified  comment  date. 

The  filings  are  accessible  in  the 
Gommission’s  eEilirarv  system  by 
clicking  on  the  links  or  querying  the 
docket  nninher. 

eFiling  is  encouraged.  More  detailed 
information  relating  to  filing 
reijnirements.  interventions,  jirotests. 
and  service  can  he  found  at:  htt}):// 

WWW. ferc.gov/docs- filing/efiling/filing- 
req.pdf.  For  other  information,  call  (OOti) 
208-3070  (toll  free).  For  TTY.  call  (202) 
302-8039. 

tinted:  )anuarv  18,  2013. 

Niithanii;l  ).  Davis.  Sr., 

Deputy  Seen;  I  ary. 

|1'K  Doc.  2(n:i-(115(l.T  Kited  l-24-i:i:  »:4.t  am| 
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DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

(Docket  No.  TS04-277-001  ] 

Green  Mountain  Power  Corporation; 
Notice  of  Filing 

Take  notice  that  on  July  27.  2012, 
(ireen  Mountain  Power  (Corporation 
filed  a  notice  of  inaterial  change  in  tacts 
and  rerpiest  for  continued  waiver  of 
Standards  of  (Conduct. 

Anv  j)ers»)n  desiring  to  intervene  or  to 
protest  this  filing  must  file  in 
accordance  with  Rules  211  and  214  of 
the  Commission’s  Rules  of  Practice  and 
Procedure  (18  (CFR  38.5.211,  385.214). 
Protests  will  he  considered  hv  the 
(Commission  in  determining  the 
a])propriate  action  to  he  taken,  hut  will 
not  serve  to  make  jirotestants  j)arties  to 
the  proceeding.  Any  per.son  wishing  to 
Ix'come  a  party  must  file  a  notice  of 
intervention  or  motion  to  intervcme.  as 
appropriate.  Such  notices,  motions,  or 
protests  must  he  filed  on  or  hefore  the 
comment  date.  On  or  hcdbre  the 
comment  date,  it  is  not  neces.sarv  to 
.serve  motions  to  intervene  or  prole.sts 
on  pcM'sons  other  than  the  Applicant. 

The  (Commission  encourag(!s 
electronic  suhmi.ssion  of  j)role.sts  and 
interventions  in  lieu  of  paper  using  the 
“eFiling”  link  at  hili)://\\  i\  \\'.ihrc.<>o\'. 
Persons  unable  to  file  (ihjctronicallv 
should  submit  an  original  and  14  copies 
of  the;  ])rot(!St  or  intervention  to  the 
Federal  Fnergy  Regulatory  (Commission. 
888  First  Street.  NE..  Washington,  IKC 
2()42(i. 

This  filing  is  acce.ssil)le  on-line  at 
hH fj://\\  \\’n’.far(;.<’ov,  using  the 


(202)  5()2-8()5‘). 

Conmwnt  Date:  5:00  p.m.  Eastern 
Time  on  Fehruary  7.  2013. 

I)al(!(l:  lamiarv  17.  2013. 

Kimlierly  I).  Hose, 

Hm.wUiiy. 

|FR  Doc.  2(n:j-()14.'>:j  Filed  l-24-i:i:  H:4.'>  <tin| 
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DEPARTMENT  OF  ENERGY 

National  Nuclear  Security 
Administration 

Proposed  Agency  Information 
Collection 

agency:  National  Nuclear  Security 
.Administration,  tl.S.  Ile])arlment  of 
Energy. 

ACTION:  Notice  and  recpiest  for 
comments. 


SUMMARY:  The  Department  of  Energy 
(DOE)  invites  public  comment  on  a 
pro])osed  collection  of  information  that 
DOE  is  developing  for  submission  to  the 
Office  of  Management  and  Budget 
(OMB)  |)ursuant  to  the  Paperwork 
Reduction  Act  of  1905.  This  pro])osed 
collection  would  he  for  u.se  of  the 
American  A.ssured  Fuel  Su]j])ly. 
(^Comments  are  invited  on:  (a)  Whether 
the  proposed  collection  of  information 
is  necessarv  for  the  proper  performance 
of  the  functions  of  the  agency,  including 
whether  the  information  shall  have 
practical  utility:  (h)  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
])roposed  collection  of  information, 
inclnding  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  (]uality,  utility,  and 
clarity  of  the  information  to  he 
collected;  and  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  respondents,  including  through  the 
use  of  automated  collection  technicpies 
or  other  forms  tif  information 
technology. 

DATES:  (Comments  regarding  this 
pro])osed  information  collection  must 
he  received  on  or  hefore  March  28.  2013. 
If  you  antici])ate  difficulty  in  submitting 
comments  within  that  |)eriod,  contact 
the  ])erson  listed  in  ADDRESSES  as  .soon 
as  possible. 

ADDRESSES:  Written  comments  may  he 
sent  to  Rich  (loorevich.  Senior  Policy 
Advisor,  Office  of  Non])roliferation  and 
International  Security,  National  Nuclear 
Security  Administration,  D.S. 
Department  of  Energy,  1000 
lnde])endence  Ave.  SW.,  Washington 
DC  20585,  or  by  fax  at  202-580-1348,  or 
by  email  at 

liichnrd  X  k)ore\'i(:li@NNSA .  DOE.  (X)V. 

FOR  FURTHER  tNFORMATION  CONTACT: 
Recpiests  for  additional  information  or 
copies  of  the  information  collection 
instrument  and  instructions  should  also 
he  directed  to  Rich  Coorevich,  Senior 
Policy  Advisor,  Office  of 
Nonproliferation  and  International 
Security,  National  Nuclear  Securitv 
Administration.  U.S.  Dejjartment  of 
Energy,  1  ()()()  Independence  Ave.  SW.. 


Washington  DC  20585,  or  by  fax  at  202- 
580-1348,  or  by  email  at 
Hi(:h(irdXi()()ivvicIi@NNSA.D()EXX)V. 

SUPPLEMENTARY  tNFORMATtON:  I  his 
information  collection  recpiest  contains: 
(1)  OME  No.  {“New”};  (2)  Inforiuotion 
('.olloction  lEniiiesI  Title:  The  American 
A.ssured  Fuel  Suj)j)ly  Program;  (3)  Type 
of  Ee(jiiesi :  New:  (4)  Purpose:  The.  IJ.S. 
De])artment  of  Energy  (DOE)  created  the 
American  A.ssured  k'nol  Sni)|)ly  (AFS),  a 
reserve  of  low  enriched  uranium  (LEU) 
to  serve  as  a  hacku])  fuel  supjily  for 
foreign  reci]jient.s  to  he  .sup])lied 
through  U.S.  persons  or  for  dome.stic 
recipients,  in  the  event  of  a  fuel  .su])ply 
disru])tion.  DOE  is  committed  to  making 
the  AFS  available  to  eligible  recipients 
in  the  case  of  supply  disru])tion.s  in  the 
nuclear  fuel  market.  This  effort  su])])orts 
the  United  States  Covernment’s  nuclear 
non])roliferation  objectives  by 
.su])j)orting  civilian  nuclear  energy 
develoj)ment  while  minimizing 
proliferation  risks.  DOE  j)ut)li.shed  a 
Notice  of  Availability  for  the  AFS  on 
August  18,  2011,  and  now  needs  to 
publish  an  application  to  clarify  the 
information  that  must  he  jirovided  in  a 
reipiest  to  access  the  material  in  the  AFS 
as  set  forth  in  the  Notice  of  Availahilitv. 
70  FR  51357,  51358.  This  a])])lication 
form  is  nece.s.sary  in  order  for  DOE  to 
identify  if  applicants  meet  basic 
requirements  for  use  of  thi;  AFS  and 
implement  this  important 
nonproliferation  initiative;  (5)  Annual 
Estimated  Number  of  Respondents:  1 0; 
(0)  Annmd  Estimated  Number  of  Tot(d 
Resf)onses:  1;  (7)  Annual  Estimated 
Number  of  Burden  Hours:  H-,  (8)  Annual 
Estimated  Reporting,  and  Recordkeeping 
Cost  Burden:  Si  .(iOt). 

Statutory  Authority:  The  Secretary  of 
Energy  is  authorized  jnirsuant  to  the 
Atomic  Energy  Act  of  1954,  as  amended 
(Pul).  L.  83-703),  and  the  Nuclear  Non- 
Proliferation  Act  of  1978  (NNPA)  (Pub. 
E.  95-242)  to  encourage  the  widespread 
use  of  atomic  energy  for  peaceful 
purpo.ses,  and  to  enter  into  and 
distribute  nuclear  material  in 
cooperation  with  other  nations  where 
appropriate  .safeguard  measures  are  in 
place  to  ensure  the  material  is  ])roperlv 
controlled  and  used  for  j)eaceful 
purpo.ses.  In  2005,  DOE  .set  aside  a 
portion  of  its  LEU  inventory  to  he  u.sed 
to  su])])ort  the  International  Atomic 
Energy  Agency’s  (IAEA)  International 
Nuclear  Fuel  Bank  (INFB)  initiative, 
which  is  envisioned  as  an  LEU  reserve 
that  will  he  administered  by  the  IAEA 
and  that  will  serve  as  a  hack-uj)  for 
global  suj)])ly  disruptions.  Congress 
later  a])proj)riated  849.540,000  in  the 
Consolidated  A])pro])riations  Act.  2008 
(Pul).  L.  110-101)  to  fund  a  portion  of 


“eLihrary’’  link  and  is  available  for 
review  in  the  Commission’s  Public 
Reference  Room  in  Washington,  DC. 
There  is  an  “e.Suhscription’’  link  on  the 
Wei)  site  that  enables  subscribers  to 
receive  email  notification  when  a 
document  is  added  to  a  snh.scrihed 
docket(s).  For  assi.stance  with  any  FERC 
Online  service.  ])lea.se  email 
EER(X)nlineSuppoi1@ferc.gov,  or  call 
(800)  208-3070  (toll  free).  For  'I’TY,  call 
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the  INFB.  Congress,  in  the  Explanatory 
Statement  accompanying  the  House 
Approj)riations  Committee  Print  (which 
in  this  Act  was  given  the  same  effect  as 
a  joint  ex])lanatorv  statement),  noted 
tliat  the  INFB  freed  uj)  DOF’s  FFU  set- 
aside,  and  recommended  DOF  also 
“allow  IJ.S.  interests  to  ])urchase 
uranium  fuel  from  the  Kcdiahle  Fuel 
Sui)ply  [now  the  AFS|  in  the  event  of 
su])])ly  disruption."  (11.  Approp.  (ante. 
Print  at  502.) 

'I'he  sale  of  LFIJ  from  the  AFS  will  he 
cxmducted  consistent  with  applicable 
law,  the  ])olicie.s  and  guidance  in  the 
“Secretary  of  Energy's  2008  Policy 
Statement  on  Management  of 
D(!partment  of  Energy's  Fxce.ss  Uranium 
Inventory”  (March  11, 2008).  and  the 
DOF  Excess  Uranium  Inventory 
Management  Plan. 

Issued  in  Washington,  D(].  on  )anuarv  1.5, 
2()i:i. 

Andrew  llieniawski, 

Arlinj'  Principal  Assistant  Deputy 
Administrator,  Defense  Nuclear 
Nonproliferation.  Natioiud  Nuclear  Security 
Administration.  U.S.  Department  ofEnerp,y. 
II'R  Uoc.  2ni;i-()Ui2,5  I'ilwl  1-24-1  :i;  H:4.5  iim| 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

[ER-FRL-9007-3] 

Environmental  Impacts  Statements; 
Notice  of  Availability 

Uesponsihle  Anenev:  Office  of  Federal 
Activities,  Ueneral  Information  (202) 
504-7140  or  htip://\y\y\v.epci.gov/ 
compliance /nepa/. 

Weekly  receipt  of  Environmental  Impact 
Statements 

Filed  01/14/2013  Through  01/18/2013 
Pursuant  to  40  CFR  1500.9 

Notice 

Section  309(a)  of  the  Clean  Air  Act 
rcKiuires  that  EPA  make  jjuhlic  its 
comments  on  ElSs  issued  hy  other 
Federal  agencies.  EPA’s  c:omment  letters 
on  ElSs  are  available  at:  http:// 

\y\y\y. cpa.gov/compliaucc/ncpa/ 
cisdata.html. 

SUPPLEMENTARY  INFORMATION;  As  of 
October  1. 2012,  EPA  will  not  accept 
|)a])er  copies  or  (IDs  of  ElSs  for  filing 
purjjo.ses;  all  snhmi.ssions  on  or  after 
October  1. 2012  must  he  made  through 
e-NEPA. 

While  this  sy.stem  eliminates  the  need 
to  submit  paper  or  CD  copies  to  EPA  to 
meet  filing  requirements,  electronic 
suhmi.ssion  does  not  change 
re(]uirements  for  distribution  of  ElSs  for 
jnihlic  review  and  comment.  To  begin 


using  e-NEPA.  yon  must  first  regi.ster 
with  EPA’s  electronic  reporting  site — 
https://cdx.cpa.gov/cpa_homc.asp 

Ids  \’o.  20130009.  Pinal  HIS.  NPS.  III. 
Hawaii  Volcanoes  National  Park 
Project.  Protecting  and  Re.storing 
Native  Eco.system.s  by  Managing  Non- 
Native  Ungulates.  Hawaii  County,  HI, 
Review  Period  Ends;  02/25/201. 3, 
Contact:  Rhonda  Loh  808-980-0098. 
EIS  No.  20130010.  Draft  HIS.  BLM.  CO. 
Crand  Junction  Field  Office  Resource 
Management  Plan.  Mesa,  Carfield, 
Montro.se  and  Rio  Blanco  Counties. 

CO,  C Comment  Period  Ends:  04/25/ 
2013,  Contact:  (iollin  Ewing  970-244- 
3027. 

EIS  No.  20130011.  Draft  HIS.  NFS.  TX. 
Lake  Meredith  National  Recreation 
Area.  Off-Road  Management  Plan.  TX. 
Comment  Period  Ends:  03/20/2013, 
(k)ntac:t:  Arlene  Wimer  800-857- 
0300. 

HIS  No.  20130012.  Dra  ft  HIS,  USES.  NIT. 
Blackfoot  Travel  Plan.  Lincoln  Ranger 
Di.strict,  Helena  National  Fore.st, 

Lewis  and  Clark  and  Powell  Counties, 
MT,  Comment  Period  Ends:  03/11/ 
2013,  (Contact:  Amber  Kamps  400- 
302-7002. 

HIS  No.  20130013.  Hina  I  HIS.  USES.  ID. 
Scriver  Creek  Integrated  Restoration 
Project,  Emmett  Ranger  Di.stric;t,  Boi.se 
National  Forest,  Boise  and  Valley 
('ounties,  ID,  Review  Period  Ends:  03/ 
12/2013,  (Contact:  Randal  Havman 
208-373-4157. 

HIS  No.  20130014,  Hinal  HIS.  HIIWA.  00. 
Uliana  C.orridor  Project  Tier  One 
rransportation  Svstem  Improvements. 
Will  and  Kankakee  Counties,  IL  and 
Lake  (k)unty,  IN,  (iontact:  J.  Michael 
Bowen  217^92-4000. 

HIS  No.  20130015,  Draft  Supplement. 
HIIWA,  CA,  Mid  (iounty  Parkway,  a 
new  Freeway  from  the  (aty  of  Perris 
to  the  City  of  San  Jacinto,  Riverside 
County,  CA,  Comment  Period  Ends: 
03/11/2013,  Ciontact:  Larrv  Vinzant 
910-498-5040. 

y\mended  Notices 

HIS  No.  20090231.  Draft  EIS.  HI  A.  CA. 
Point  Molate  Mixed-Use  Tribal 
Destination  Resort  and  Casino, 
Proposed  Project  is  to  Strengthen  the 
Tribal  Covernment  and  Improve  the 
.Social  Economic  .Status,  Cuidiville 
Band  of  Porno  Indian  of  the  Cuidiville 
Rancheria  (Tribe),  C.itv  of  Richmond, 
Contra  (’osta  Countv,  ('.A,  (k)mment 
Period  Ends:  10/23/2009,  Contact: 
Larry  Blevin  910-978-0037.  Revision 
to  FR  Notice  Published  10/09/2009; 
The  U..S.  Department  of  the  Interior’s 
Bureau  of  Indian  Affairs  has  Officially 
(Cancelled  the  above  project. 

EIS  No.  20120369,  Dra  ft  EIS.  NOAA. 

CA.  Authorization  of  Incidental  Take 


and  Implementation  of  the 
Mendocino  Redwood  Habitat 
Con.servat  ion  Plan/Natural 
(ionmumity  (Conservation  and  Timlxir 
Management  Plan.  Mendocino 
(Countv,  (CA,  (Comment  Period  Ends: 
04/22/2013,  (Contact:  Eric  Shott  707- 
575-0089.  Revision  to  FR  Noticci 
Puhli.shed  11/23/2012;  Extending 
(Comment  Period  from  02/21/2013  to 
04/22/2013. 

HIS  No.  20120363.  Draft  HIS.  USACH. 
CA,  Cregory  (Canvon  Landfill. 
Ajjplication  for  Permit  Authorizing 
Di.scharge  of  Fill  in  U..S.  Waters.  .San 
Diego  (County,  CA,  Comment  Period 
Ends:  04/15/2013,  (Contact:  William 
H.  Miller  002-230-0954.  Revision  to 
FR  Notice  Published  11/23/2012; 
Extending  Comment  Period  from  02/ 
21/2013  to  04/22/2013. 

Daled:  lanuary  22.  2013. 

Cliir  Racier. 

Director.  NHPA  Compliance  Division.  Office 
of  Federal  Activities. 

|FK  Ooc.  20 i:i-in .■)«!;  Filed  l-24-i:{;  K:4.'j  iiin| 
BILLING  CODE  6560-50-P 


EXPORT-IMPORT  BANK 

[Public  Notice  2013-0105] 

Application  for  Final  Commitment  for  a 
Long-Term  Loan  or  Financial 
Guarantee  in  Excess  of  SI 00  Million: 
AP087734XX 

AGENCY:  Export-Import  Bank  of  the 
United  States. 
action:  Notice. 

SUMMARY:  This  Notice  is  to  inform  the 
imhlic,  in  accordance  with  .Section 
3(c)(l())  of  the  Charter  of  the  Export- 
Import  Bank  of  the  United  States  (“Ex- 
Im  Bank”),  that  Ex-Im  Bank  has  received 
an  application  for  final  commitment  for 
a  long-term  loan  or  financial  guarantee 
in  excess  of  SlOO  million  (as  calculated 
in  ac:cordance  with  .Section  3(c)(l())  of 
the  ("barter).  Comments  received  within 
the  comment  ])eriod  specified  below 
will  he  jjre.sented  to  the  Ex-lm  Bank 
Board  of  Directors  ])rior  to  final  action 
on  this  Tran.saction. 

Reference:  AP087734XX. 

Purpose  and  f/.se;  Brief  de.script ion  of 
the  ])urj)o.se  of  the  tran.saction: 

To  support  the  export  of  U..S. 
manufactured  commercial  aircraft  to 
Turkey. 

Brief  non-proj)rietarv  description  of 
the  anticipated  use  of  the  items  being 
exjiorted; 

To  he  used  for  short-  and  medium- 
haul  ])as.senger  air  service  within 
Turkey  and  between  Turkey  and  other 
countries. 
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To  the  extent  that  Ex-lm  Bank  is 
reasonal)ly  aware,  the  itein(s)  l)eing 
exj)orte(l  are  not  expiictiid  to  proilnce 
t!X|)orts  or  provide  services  in 
competition  witli  the  exportation  ot 
goods  or  provision  of  services  hy  a 
United  .States  industry. 

Brinci|)al  .Snj)])lier:  The 
Boiiing  (;oin|)any. 

Obligor:  Turk  Hava  Yollari  A.O. 
(Inarantor(s):  N/A. 

D(‘S(:ripti()n  oj  Items  Being  Expoiied: 
Boeing  737  aircraft. 

Information  on  Decision:  Information 
on  the  final  decision  for  this  transaction 
will  he  available  in  the  “Summarv 
Minutes  of  Meetings  of  Board  of 
Hirectors”  on  http://\v\v\v.exim .gov/ 
articles,  cf m/board  %2()minnte. 

(Confidential  Information:  Please  note 
that  this  notice  does  not  include 
confidential  or  j)roprietary  business 
information;  information  which,  if 
disclosed,  would  violate  the  Trade 
.S(!crets  Act;  or  information  which 
woidd  jeoj)ar(lize  jobs  in  the  United 
.States  by  suj)j)lying  information  that 
competitors  coidd  u.se  to  com])ete  with 
companies  in  the  United  .States. 

DATES:  (Comments  must  he  received  on 
or  before  February  19.  2013  to  he 
assured  of  consideration  before  final 
consideration  of  the  transaction  by  the 
Board  of  Directors  of  Ex-lm  Bank. 
ADDRESSES:  UoimiKuits  may  he 
suhmitteHl  through  Regulations.gov  at 
WWW. regnlations.gov.  To  submit  a 
comment,  enter  E1B-2()1 3-0004  under 
the  heading  “Enter  Kevword  or  ID”  and 
select  .Search.  Follow  the  instructions 
provided  at  the  .Submit  a  Comment 
.screeir.  Plea.se  include  your  name, 
company  name  (if  anv)  and  EIB-2013- 
0004  on  anv  attached  document. 

Koro  Niiri, 

Depiilv  (leneml  (Counsel  (Acting}. 

II'R  Ooi;.  ZDKl-Ol.S^O  rilisd  1-24-i:r:  K:4.")  iim) 
BILLING  CODE  6690-01 -P 

FEDERAL  ELECTION  COMMISSION 

Sunshine  Act  Notice 

AGENCY:  Federal  Election  Commission. 
DATE  AND  TIME:  Tuesday,  January  20, 
2013  at  10:00  a.m.  and  its  continuation 
on  Jannaiy  31,  2013  a  fter  the  open 
meeting. 

place:  999  E  Street  N\V.,  Washington. 
DC. 

STATUS:  This  meeting  will  he  closed  to 
the  public. 

ITEMS  TO  BE  DISCUSSED:  Comjrliance 
matters  pursuant  to  2  U.S.fk  437g. 

Audits  conducted  pursuant  to  2 
U.S.C.  437g.  438(1)),  and  Title  20.  U..S.C. 


Matters  concerning  particij)ation  in 
civil  actions  or  ])roceedings  or 
arbitration. 

Internal  personnel  rules  and 
j)rocedures  or  matters  affecting  a 
l)articular  employee. 

Inve.stigatory  records  com])ile(l  for 
law  eiddrcement  purpo.ses.  or 
information  which  if  written  would  he 
contained  in  such  records. 

Information  the  ])remature  disclosure 
of  which  would  he  likely  to  have  a 
considerable  adverse  effect  on  the 
im|)lementation  of  a  j)roposetl 
Commission  action. 
***** 

PERSON  TO  CONTACT  FOR  INFORMATION: 
ludith  Ingram.  Pre.ss  Officer.  Tele|)hone: 
(202) 094-1220. 

Shelley  K.  (iarr. 

Deputy  Secretary  of  the  (Connnission. 

|F'R  Doc.  2(n:i-(n(iiri  Filed  l-2:i-i:i:  11:15  iiinl 
BILLING  CODE  6715-01-P 


FEDERAL  MARITIME  COMMISSION 
Notice  of  Agreements  Filed 

The  C]ommission  hereby  gives  notice 
of  the  filing  of  the  following  agreements 
under  the  .Shipping  Act  of  1984. 
Interested  parties  may  submit  comments 
on  the  agreements  to  the  .Secretary, 
Federal  Maritime  (Aimmission. 
Washington.  D(;  20.573,  within  ten  days 
of  the  dale  this  notice  appears  in  the 
Federal  Register.  C',o])ies  of  the 
agreements  are  available  through  the 
Commission’s  Web  site  (www.fmc.gov) 
or  by  contacting  the  Office  of 
Agreements  at  (202)-523-5793  or 
tradeanalysis@fmc.gov. 

Agreement  No.:  010099-057. 

Title:  International  Council  of 
Container.shij)  ()])erators. 

Parties:  A.P.  Moller-Maersk  A/S; 

China  .Shipjiing  Container  Lines  Co., 
Ltd.;  C^MA  CXjM,  .S.A.;  Comjiania 
Chilena  de  Navegacion  Interoceanica 
.S.A.;  (iomj)ania  .Sud  Americana  de 
Vapores  .S.A.;  (X).S(X)  CXnitainer  Lines 
Co.  Ltd;  (Towley  Maritime  Corporation; 
Evergreen  Marine  (]or|)oration  (Taiwan), 
Ltd.;  Hamhurg-.Siid  KC;  llanjin  .Shipping 
Co.,  Ltd.;  Ha|)ag-Lloyd  AC;  Hvundai 
Merchant  Marine  ('.o..  Ltd.;  Kawasaki 
Ki.sen  Kaisha,  Ltd.;  Mediterranean 
.Ship])ing  (X).  .S.A.;  Mitsui  O..S.K.  Lines, 
Ltd.;  Ne])tune  Orient  Lines.  Ltd.; 

Nippon  Yusen  Kaisha;  Orient  Overseas 
Container  Line,  Ltd.;  Pacific 
International  Lines  (Pie)  Ltd.;  United 
Aral)  .Shi])j)ing  Comj)any  (.S.A.(L);  Wan 
Hai  Lines  Ltd.;  Yang  Ming  Transport 
Marine  Corj).;  and  Zim  Integrated 
.Shipj)ing  .Services  Ltd. 


Filing  Partv:  )ohn  Longstreth,  Escj.;  K 
K  L  (kites  LLP:  1001  K  .Street  NW.; 
Washington,  D(^  20000-1000. 

Synopsis:  The  amendment  deletes 
.Safmarine  Container  Lines  N.V.  as  a 
suhsidiary  of  A.P.  Moller-Maersk  A/S. 
Agreement  No.:  011275-035. 

Title:  Au.stralia  and  New  Zealand- 
United  .States  Discu.ssion  Agreement. 

Parties:  A.P.  Moller-Maersk  A.S, 
trading  under  the  name  Maersk  Line; 

CM  A  CCM.  S.A./ANL  .Singa])ore  Pte 
Ltd.  (acting  as  a  single  ])arty);  Hamhurg- 
.Siid  K(k  Hapag-Lloyd  A(k  and 
Mediterranean  .Shii)])ing  Company  .S.A. 

Filing  Partv:  Wayne  R.  Rohde,  Esc].; 
Cozen  O’Connor  LLP;  1027  I  .Street  NW.; 
.Suite  1100;  Washington,  DC  20000- 
4007. 

Svnopsis:  The  amendment  would 
update  Ap])endix  B  and  update 
references  to  the  Au.stralian  statute 
which  governs  the  agreement  in 
Au.stralia. 

Agreement  No.:  201219. 

Title:  I'he  Los  Angeles  and  Long 
Beach  Port  Infrastructure  and 
Environmental  Programs  Cooperative 
Working  Agreement. 

Parties:  (’.ity  of  Los  Angeles  and  City 
of  Long  Beach. 

Filing  Party:  Heather  M.  McCXoskey, 
Deputy  City  Attorney;  Los  Angeles  C'.ity 
Attorney’s  Office;  425  .S.  Palos  Verdes 
.Street;  .San  Pedro.  CA  ‘10731. 

Svnopsis:  The  agreement  would 
authorize  the  Ports  of  Los  Angeles  and 
Long  Beach  to  discuss  and  agree  uj)on 
joint  programs  and  strategies  to  imjirove 
port  transportation  infrastructure  and 
decrease  ])ort-related  ])ollution 
emissions.  The  jiarties  re(jue.sted 
expedited  review. 

8y  Order  of  tlie  Ikuleral  Maritime 
('.onnnission. 

Datefl:  |aniiarv  18,  20i;t. 

Rachel  E.  Dickon, 

AssislanI  Secretary. 

IFR  Doc.  20i:i-0142‘l  Filed  1-24-1  :i:  K:45  am| 
BILLING  CODE  P 

FEDERAL  MARITIME  COMMISSION 

Ocean  Transportation  Intermediary 
License  Revocations 

The  Commission  gives  notice  that  the 
following  (Icean  Transportation 
Intermediary  licenses  have  been 
revoketi  ])iirsuant  to  section  1‘)  of  the 
.Shipping  Act  of  1984  (48  U..S.C.  401(11) 
effective  on  the  date  shown. 

License  No.:  3549NI'’. 

Name:  Demetrios  Air  Freight 
Comjiany,  Inc. 

Address:  215  .Salem  .Street,  Woburn, 
MA  01801. 
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Dale  UevokHd:  Di!(;i;nil)(;r  14.  2012. 
dactson:  Failed  to  maintain  valid 
bond.s. 

License  No.:  0041 01 NF. 
iVoine;  (Jenesis  Forwarding  (iron]) 

IKSA,  Inc.  dba  (lenesis  (Container  Lines. 

Address:  800  Mindrv  Avenue,  Units 
8-1),  Inglewood,  (iA  ‘)0301. 

Dole  Revoked:  December  17,  2012. 
Reason:  Failed  to  maintain  valid 
bonds. 

License  No.:  8504N. 

Name:  Hvnn  Dae  Trucking  Co..  Inc. 
Address:  3022  ,S.  Western  Avenue. 

Los  Angeles,  CA  00018. 

Date  Revoked:  December  1,  2012. 
Reason:  Failed  to  maintain  a  valid 
bond. 

License  No.:  1 2472N. 

Name:  Delta  Express  Freight  .Service, 
Inc. 

Address:  5.50  W.  Patrice  Place,  .Suite 
A,  Cardena,  CA  00248. 

Date  Revoked:  November  14,  2012. 
Rea.son:  Failed  to  maintain  a  valid 
bc)nd. 

License  No.:  1  7()42N. 

Name:  Direct  .Shi])j)ing,  (iorj).  dba 
Direct  .Shi])])ing  Line. 

Address:  1371  .South  .Santa  Fe 
Avenue,  Com])ton,  CA  00221. 

Date  Revoked:  November  20.  2012. 
Reason:  Failed  to  maintain  a  valid 
bond. 

License  No.:  01 7003N. 

Name:  Data  (iargo  (io.,  Inc. 

Af/dms-.s;  11801  NW  100th  Road.  Suite 
13.  Medley.  FL  33178. 

Date  Revoked:  November  14,  2012. 
Reason:  k’ailed  to  maintain  a  valid 
bond. 

License  No.:  {n97[nN. 

Name:  Ruky  International  Company. 
Address:  100  Menlo  Park  Drive,  Suite 
310,  Edi.son,  NJ  08837. 

Date  Revoked:  December  20,  2012. 
Reason:  Voluntary  Surrender  of 
License. 

License  No.:  020201 F. 

Name:  Cenesis  Forwarding  Services 
CA,  Inc.  dba  Cenesis  Container  Lines. 

Address:  800  Hindrv  Avenue,  Units 
8-D.  Inglewood.  C.A  ‘)0301. 

I^ate  Revoked:  November  15,  2012. 
Reason:  Failed  to  maintain  a  valid 
bond. 

IJcense  No.:  020202F. 
iVome;  Cenesis  Freight  Forwarding 
.Services,  Inc.  dba  (Genesis  (Container 
Lines. 

Address:  2700  (ireens  Road,  .Suite 
300,  Uou.ston,  TX  77032. 

Date  Revoked:  November  15,  2012. 
Reason:  Failed  to  maintain  a  valid 
bond. 

License  No.:  020203F. 

Name:  Genesis  Forwarding  .Services 
IL.  Inc.  dba  Cenesis  Container  Lines. 


Address:  2001-2005  Creenleaf 
Avenue,  Elk  Crove  Village,  IL  00007. 

Date  Revoked:  November  15,  2012. 
Reason:  Failed  to  maintain  a  valid 
bond. 

License  No.:  0202041'’. 
jVu7Jie;  Cenesis  b’erwarding  .Services 
NY.  Inc.  dba  Cenesis  Container  Lines. 

Address:  145  Hook  Oeek  Blvtl.,  Bldg. 
8-1 ,  Valley  Stream,  NY  1 1 581 . 

Date  Revoked :Nevemher  15,  2012. 
/leu.son;  Failed  to  maintain  a  valid 
bond. 

License  No.:  020252N. 

Name:  Sohe  Enter})rises.  Inc.  dba  .Sobe 
Ex])ort  .Services. 

Address:  150  NW  170th  Street,  Unit 
(],  Miami  Cardens,  FL  33109. 

Date  Revoked:  November  15,  2012. 
/ieu.so/j;  Failed  to  maintain  a  valid 
bond. 

License  No.:  020445F. 
iVfu?je;  Freight  It,  Inc. 

Address:  11222  La  Caenega  81vd., 
.Suite  555,  Inglewood,  CiA  ‘K)304. 

Date  Revoked:  December  7,  2012. 
/?eu,so;7;  Failed  to  maintain  a  valid 
bond. 

License  No.:  022240N. 

Aki/Jie;  Pelham  .Services,  Im:. 

Address:  5413  NW  72nd  Avenue. 
Miami,  FL  33100. 

Date  Revoked:  December  23,  2012. 
Reason:  Failed  to  maintain  a  valid 
bond. 

License  No.;  022299N. 

Name:  KL.S  Logistics  Croup  LLC 
Address:  1503  NW  82nd  Avenue, 
Miami,  FL  33120. 

Dale  Revoked:  December  1.  2012. 
/?eo.so7i;  Failed  to  maintain  a  valid 
bond. 

License  No.:  022877NF. 

Ak/;ne;  Twentv  Two  Clobal  Transport, 
LP. 

Address:  1110  Henderson  .Street, 
Houston,  TX  77007. 

Date  Revoked:  December  12.  2012. 
Reason:  Failed  to  maintain  valid 
bonds. 

License  No.:  023045F. 

Name:  First  America  Metal 
(’orporation. 

Address:  113  Industrial  Drive, 
Minooka,  IL  00447. 

Date  Revoked:  November  12.  2012. 
/loo.son;  Failed  to  maintain  a  valid 
bond. 

IJcense  No.:  023500N. 

Name:  IMA(]  International  (iorp. 
Address:  527  Albert  .Street,  East 
Meadow,  NY  115.54. 

Date  Revoked:  December  10.  2012. 


Reason:  Voluntary  .Surrender  of 
License. 

Vern  VV.  Hill, 

Director.  Ihireoii  of  Certification  and 
Licensin". 

|1'R  Doc.  2()i:!-01,"iUi  Filocl  1-24-13;  H;45  ;im| 
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FEDERAL  MARITIME  COMMISSION 

Ocean  Transportation  Intermediary 
License  Applicants 

The  (kminiission  gives  notice  that  the 
following  ajiplicants  have  filed  an 
apj)lication  for  an  Ocean  Transj)ortation 
Intermediary  (OTI)  license  as  a  Non- 
Vessel-Operating  Common  (iarrier 
(NVO)  and/or  Ocean  Freight  Forwarder 
(OFF)  jnirsuant  to  .section  19  of  the 
Shi|)j)ing  Act  of  1984  (4()  U..S.(k  40101). 
Notice  is  also  given  of  the  filing  of 
applications  to  amend  an  exi.sting  OTI 
Iicen.se  or  the  Qualifying  Individual  (QI) 
for  a  licensee. 

Interested  persons  may  contact  the 
Office  of  Ocean  Transportation 
Intermediaries,  Federal  Maritime 
Commi.ssion,  Washington,  DC-  20573.  by 
telephone  at  (202)  523-5843  or  by  email 
at  (yn@fmc.aov. 

Advmilex  Express  Inc.  (Ol''!'’).  4402  Theiss 
Road,  lliiinbli!.  TX  77338,  OITicers:  Cary  C. 
('ockrcdl.  Assislaiil  Vico  Prosidonl  tor 
Rogiilalorv  AlTairs  (QI).  Crog  Richard, 
ProsidiMit.  Application  ’l’y])(!:  Now  Ol'l'' 
Liconso. 

-Ainorilroight  (N.A.),  Inc.  dba  Friaghl  Toain 
(NVO  &  OI'T).  218  Machlin  Court,  Walnut. 
CA  01780,  OITicor:  Lionel  Bao.  Prosidonl 
(QI).  Ai)])licalion  Ty])o;  Add  Trade  Name 
iCiohal  U.S. 

Bine  Cargo  Croup.  LLC  (NVO  &  OFF),  177- 
L5  140lh  Road,  2nd  Moor.  )aniaica,  NY 
11434,  OITicers;  Khalid  Aziz,  Manager  (QI). 
.Sloven  Perlman.  Manager,  Aiiplication 
Type;  Add  Trade  Name  Blu  Logistics. 
Brntos  International  Cor]).  (NVO  &  OF’I'  ),  428 
.S.  Atlantic  Blvd..  .Suite  203.  Monterey 
Park.  CA  017.54,  OITicers;  lanel  Li. 
.Secretarv  (QI).  )esso  \Vu,  CEO/CFO, 
Api)licaiion  Type;  New  NVO  &  OFF 
License. 

Diirard  Timolliv  Cruelle  dha  D.T.  Cruelle 
Comjianv  (NVO  &  OFF).  301  Moon  Clinttin 
Road,  Coraojjolis.  PA  15108,  OITicers; 
Diirard  T.  Cruelle.  President  (QI),  Matleo 

A.  Cruelle.  Manager  (QI),  Appli(;ation 
Ty])e;  I-icense  Transfer  to  D.  T.  Cruelle 
Comiiany  Croup.  LLC  S:  QI  Change. 

Em-Lines  Limited  (NVO).  21/F  Cloucesler 
Tower,  The  Landmark  Queen's  Road. 
(Central  Hong  Kong,  (3)ina.  OITicers;  Robin 

B.  Finke.  President  (QI).  Olen  I).  Woods. 
Director.  Ap})licalion  Tyiie;  New  NVO 
License. 

Clolial  Logistics  New  (ersey.  LLC  (NVO  & 
OI'F).  275  Veterans  Blvd.,  Rutherford.  N| 
07070.  Officers;  Ohmoon  Kwon.  Manager 
(QI).  lihyuk  Lim,  Treasurer.  Ai)i)licalion 
Type:  Add  Trade  Name  Hyundai  Cflovis 
New  Jersey,  LLC. 
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Harris  liilciriialioiial  l-’roij>lit  I’orwardors.  Inc. 
(OFK).  2()3:i  S(H:on{l  Avoniic.  .Suite  1.510. 
.Sealllo.  \VA  ‘)K121.  Olficors:  Iringard  11. 
Harris.  .Seendary  (Ql).  Michael  \Y.  Harris. 
l*r(?sitleiil  (Ql).  Application  Type:  QI 
Change. 

(awed  Salim  dha  ('.ontinents  .Shipping  f!: 
Trading  (OFl-’j.  1801)2  l-’M  .520  Road.  .Suite 
172.  ('.vpress.  TX  77432.  Oliicer;  lawcid 
.Salim.  .Sole  IVo|)rietor  (Ql).  Applicalif)n 
ry|)e:  New  Ol-  l'  License. 

)  r  ITeight  .Solutions  (NVO  S:  Oil’).  438 
Uilayette  Street.  .San  (lahriel.  (iA  01770. 
Officer:  |eremy  I’ran.  I’resident  (Ql). 
Application  l’yj)e:  New  NVO  8;  OFF 
License. 

OceanLink  .Shipping  Logistics  (N\'0  OFF). 
3070  Fast  Frontere  .Street.  Suite  210. 
Anaheim.  (iA  02800.  Officers:  Nevine  CL 
Shehata.  CFO  (Ql).  Amer  Fid.  CFO. 
A))i)lic:ation  I'ype:  New  N\'0  8:  OFF 
Lic:ense. 

V(h:o  Logistics  Miami.  Inc.  (NVO  8:  OFF). 
7270  N\V  3.5  I'er.  .Suite  101.  Miami.  FL 
33122.  Officers:  Patricia  F.  Pnga.  Vice 
President  (Ql).  Zoraida  F.  .Sorrano. 
President.  /\p])lication  I'vpe:  Ql  (liangc!  8: 
,\dd  OFF  .Service. 

World  Link  Logistics  Inc.  (NVO  8;  OFF). 
17022  He  Croot  Place.  Cierritos.  CA  00703. 
Officer:  .Syed  M.  .\li.  President  (Ql). 
.'\|)|)lication  I’vpe:  New  N\'0  8:  Ol’k’ 
License!. 

IJy  the  Commission. 

I)al(!d:  jannarv  18.  2013. 

Rachel  F.  nic:kon. 

Assisiditl  Sdcroldiv. 

|FK  Doc.  201 3-01. 521  Filed  1-24-13:  8:4.5  am) 
BILLING  CODE  6730-01-P 

FEDERAL  MARITIME  COMMISSION 

Ocean  Transportation  Intermediary 
License  Reissuances 

Tlie  Coiiiiiii.ssion  givo.s  notico  that  tlio 
following  Ocean  Transportation 
Inferinediary  licen.se  has  been  rei.ssued 
pursuant  to  section  H)  of  the  .Shijijhng 
Act  of  1084  (48  IJ.S.C.  40101)  effective 
on  the  (late  shown. 

Licf^nsd  No.:  02044.5N. 

Nome:  Freight  It.  Inc. 

Address:  11222  La  Gienega  lllvd.. 
Suite  5.5.5,  Inglewood.  CA  00304. 

Dote  Reissued:  D(!ceinher  7,  2012. 

Vern  W.  Hill, 

Director,  liinvdii  of  (iertificdtion  end 
Licensing. 

|I  R  Doc.  201.3-01.51*1  I'iliMl  1-24-13:  8:45  am) 
BILLING  CODE  6730-01-P 

FEDERAL  RESERVE  SYSTEM 

Change  in  Bank  Control  Notices; 
Acquisitions  of  Shares  of  a  Bank  or 
Bank  Holding  Company 

The  notificants  listed  below  have 
applied  under  the  Change  in  Bank 


Control  Act  (12  II..S.C.  181 7(j))  and 
S  225.41  of  the  Board’s  R(!gulation  Y  (12 
CFR  225.41)  to  accpiire  shares  of  a  hank 
or  hank  holding  company.  The  factors 
that  are  considered  in  acting  on  the 
notices  are  set  forth  in  paragra])h  7  of 
the  Act  (12  U.S.C.  1817(j)(7)). 

The  notices  an;  available  for 
immediate  inspection  al  the  Federal 
Reservi!  Bank  indicated.  The  notices 
also  will  he  available  for  inspection  at 
the  offices  of  the  Board  of  Covernors. 
Interested  persons  mav  exjire.ss  their 
views  in  writing  to  the  Rexserve  Bank 
indicated  for  that  notice  or  to  the  offices 
of  the  Board  of  Covernors.  Comments 
must  he  rcjceivtul  not  later  than  Fehruarv 
11.2013. 

A.  Federal  Re.s(!r\'e  Bank  of 
Minneapolis  (Jaccpieline  C.  King, 
(kmununity  Affairs  Officer)  00 
Henne])in  Avenue,  Minneapolis. 
MiniKLSota  55480-0201 : 

1.  Kellen  M.  Sliebeck,  Underwood, 
Minnesota,  and  Mcmgan  .S.  Heiderhrink. 
Adrian,  Minnesota;  to  retain  voting 
shares  of  Underwood  Baneshares,  Inc., 
and  thereby  indirtictly  retain  voting 
shares  of  Farmers  .State  Bank  of 
Underwood,  both  in  Underwood, 
Minnesota. 

Board  of  CLivernors  of  the  f’ederal  Koscii  ve 
.System.  )annary  22.  2013. 

Margar(!t  McClnskey  Shanks, 

Depntv  SecreldiT  of  the  Hoard. 

II'U  Doc.  201:1-01543  Riled  1-24-13:  8:45  am) 
BILLING  CODE  6210-01-P 

FEDERAL  RESERVE  SYSTEM 

Change  in  Bank  Control  Notices; 
Acquisitions  of  Shares  of  a  Bank  or 
Bank  Holding  Company 

The  notificants  listed  below  have 
applied  under  the  Change  in  Bank 
Control  Act  (12  U..S.C.  181 7(j))  and 
§225.41  of  the  Board’s  Regulation  Y  (12 
(]FR  225.41)  to  accpiire  .shares  of  a  hank 
or  hank  holding  comjiany.  The  factors 
that  are  considered  in  acting  on  the 
notices  are  set  forth  in  jiaragraph  7  of 
the  Act  (12  U..S.C.  1817())(7)). 

The  notic(!.s  are  available  for 
immediate  insjieclion  at  the  Federal 
R(!.serve  Bank  indicated.  The  notices 
also  will  he  available  for  inspection  at 
the  offic(!.s  of  the  Board  of  Covernors. 
Interested  persons  may  express  their 
views  in  writing  to  the  R(!.serve  Bank 
indicated  for  that  notice  or  to  the  offietts 
of  the  Board  of  Covernors.  Comments 
must  he  received  not  later  than  Fehruarv 
7.2013. 

A.  Fedciial  Res(!rve  Bank  of  Chicago 
(Colette  A.  Fried.  Assistant  Vice 
President)  230  South  LaSalle  Stniet. 
Chicago,  Illinois  00000-1414: 


1.  P(den  Trust  for  Descendents  ond 
Edward  Poleu,  os  trustee  of  the  Poieu 
Trust  for  Descendents.  individually,  and 
together  as  a  group  acting  in  concert 
with  the  Palen  Marital  Trust,  Edward 
Palen,  Lorraine  Palen.  and  jo.seph  Palen, 
individually  and  as  co-tru.ste(!s  of  the 
Palen  Marital  Trust,  Elizabeth  Drav  and 
)udith  .Somers,  all  of  Forrest,  Illinois; 
Marie  King,  Piper  City,  Illinois;  and 
Leona  Pacluico,  .S])ringfield,  Illinois;,  to 
rtitain  voting  shares  of  Forr(!st 
Baneshartis,  Inc.,  and  thereby  indirectly 
retain  voting  shares  of  First  .State  Bank 
of  Forrest,  both  in  Fornxst,  Illinois. 

Board  of  (ioviirnors  of  tlm  l'’(!(loral  R(!.s(!rv(: 
.System.  lanuarv  18.  2013. 

Robert  deVL  Fricirson, 

Secretary  of  the  Board. 

|FK  Doe.  2()i:{-()14()(i  Filed  1-24-13:  8:45  am) 

BILLING  CODE  6210-01-P 

FEDERAL  RESERVE  SYSTEM 

Formations  of,  Acquisitions  by,  and 
Mergers  of  Bank  Holding  Companies 

The  comjianies  li.sttnl  in  this  notice 
have  ajiplitHl  to  the  Board  for  apjiroval, 
])ursuant  to  the  Bank  Holding  Company 
Act  of  1950  (12  U.S.C.  1841  et  seq.) 

(BHC  Act),  Regulation  Y  (12  CFR  jiart 
225).  and  all  other  applicable  statutes 
and  r(!gulations  to  h(!come  a  hank 
holding  company  and/or  to  aetjuire  the 
assets  or  the  ownership  of.  control  of,  or 
the  ])ower  to  vote  shanks  of  a  hank  or 
hank  holding  company  and  all  of  the 
hanks  and  nonhanking  comjianies 
owned  by  the  hank  holding  coinjiany. 
including  the  comjianies  listed  below. 

The  ajijilications  listed  below,  as  well 
as  other  related  filings  retjuired  liv  the 
Board,  are  available  for  immediate 
insjiection  at  the  Federal  Reserve  Bank 
indicated.  The  ajijilications  will  also  he 
available  for  insjiection  at  the  offices  of 
the  Board  of  Governors.  Interested 
jiersons  may  exjiress  their  views  in 
writing  on  the  standards  enumerated  in 
the  BtlC  Act  (12  U.S.C.  1842(c)).  If  the 
jirojio.sal  also  involves  the  acejuisition  of 
a  nonlianking  comjiany,  the  review  also 
includes  whether  the  aetjuisition  of  the 
nonlianking  comjiany  comjilies  with  the 
standards  in  section  4  of  the  BHC  Act 
(12  U.S.C.  1843).  Unless  otherwise 
noted,  nonlianking  activities  will  he 
conducted  throughout  the  United  States. 

Unless  otherwise  noted,  comments 
rt'garding  each  of  these  ajijilications 
must  he  received  at  the  Re.serve  Bank 
indicated  or  the  offices  of  the  Board  of 
Covernors  not  later  than  Fehruarv  21, 
2013. 

A.  Federal  Reserve  Bank  of 
Minneapolis  ()ac(jueline  C.  King, 
Community  Affairs  Officer)  90 
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H(aino])in  Avemio,  Minnea})oli.s, 
Minnesota  .55480-0201 : 

7.  Stdta  Bankshdivs,  Inc.,  I''ai'go,  Nortli 
Dakota;  to  actjnire  100  percent  of  tlie 
voting  shares  of  Business 
Bancorporation,  tnc.,  and  therein' 
indirectly  acquire  voting  shares  of  The 
Business  Bank,  both  in  Minnetonka, 
Minnesota. 

B.  Fcaleral  Reserve  Bank  of  .San 
Francisco  (Keninith  Binning.  Vice 
President,  Apj)lications  and 
Fnforceinent)  101  Market  .Street,  .San 
Francisco,  California  94105-1570: 

1.  Coluinbid  Bdnking  SvstHin,  Inc., 
Tacoma,  Washington;  to  merge  with 
West  (’.oast  Bancorp,  and  thereby 
indirectly  actjuire  West  Coast  Bank, 
both  in  Lake  Oswego,  Oregon. 

In  connection  with  this  a])]3lication. 
Applicant  akso  has  applied  to  accjuire 
West  Coast  Trust  Company.  Portland, 
Oregon,  and  thereby  engage  in  trust 
companv  activities,  pursuant  to  section 
225.28(t')K5). 

Hoard  of  Governors  of  the  l-’ederal  K(!serve 
.Syslciin,  lamiarv  22.  2012. 

Margaret  McGloskey  Shanks. 

Deputy  Sucieturyoftlu;  Board. 

|FK  Doe.  2()i;i-()1.")42  Filed  l-24-i;i;  «:4.")  ain| 
BILLING  CODE  6210-01-P 

FEDERAL  TRADE  COMMISSION 

Agency  Information  Collection 
Activities;  Submission  for  0MB 
Review;  Comment  Request 

agency:  Federal  Trade  (’.ommission. 
ACTION:  Notice  ami  recpie.st  for  comment. 

SUMMARY:  In  comj)liance  with  the 
Paperwork  Reduction  Act  (PRA)  of 
1995,  the  FT("  is  .seeking  public 
comments  on  its  retpiest  to  OMB  for  a 
three-year  (;xtension  of  the  current  PRA 
clearance  for  the  information  collection 
n!(|uirements  contained  in  the  Mail  or 
Telephone  Order  Merchandise  Trade 
Regulation  Rule.  That  clearance  expires 
on  Fehruarv  28,  201 3  (OMB  Control  No. 
3084-0108'). 

DATES:  Comments  must  he  receivcnl  by 
February  25,  2013. 

ADDRESSES:  Interested  parties  may  file  a 
comment  online  or  on  ])aper,  by 
following  the  instructions  in  the 
Request  forC’.omment  part  of  the 
SUPPLEMENTARY  INFORMATION  section 
l)(dow. 

FOR  FURTHER  INFORMATION  CONTACT: 
Reque.sts  for  additional  information  or 
copies  of  the  proposed  information 
reciuirements  .should  he  addressed  to 
Jock  Chung,  Attorney,  Division  of 
Enforcement,  Bureau  of  Consumer 
Protection,  Federal  Trade  Commission, 


800  Pcninsylvania  Avenue  NW., 
Washington,  DC  20580,  (202)  328-2984. 
SUPPLEMENTARY  INFORMATION: 

'Fitlc:  Mail  or  Telejihone  Order 
Merchandise  Trade  Regulation  Rule 
(MTOR  or  Rule),  18  CFR  Part  435. 

OMB  Control  Ninnhcr:  3084-0108. 

Type  of  Beview:  lixtension  of  a 
current Iv  approved  collection. 

/Ih.s/rac/;  Cenerally.  the  M'l’OR 
recpiires  a  merchant  to:  (1)  Have  a 
reasonable  basis  for  any  expniss  or 
implied  .shi])ment  repre.sentation  made 
in  .soliciting  the  .sale  (if  no  express  time 
])eriod  is  promi.sed,  the  implied 
shipment  re])resentation  is  30  days);  (2) 
notify  the  consumer  and  obtain  tlie 
consumer’s  consent  to  any  delay  in 
shipment;  and  (3)  make  prompt  and  full 
refunds  when  the  consumer  exercises  a 
cancellation  option  or  the  merchant  is 
unable  to  meet  the  Rule’s  other 
requirements. 

The  notice  provisions  in  the  Rule 
require  a  merchant  who  is  unable  to 
shij)  within  the  jiromi.sed  shipment  time 
or  30  days  to  notify  the  consumer  of  a 
revi.sed  date  and  his  or  her  right  to 
cancel  the  order  and  obtain  a  prompt 
refund.  Delays  hevond  the  revised 
shii)ment  date  also  triggesr  a  notification 
nKiuirement  to  consumers.  When  the 
M  TOR  reejuires  the  merchant  to  make  a 
refund  and  the  consumer  has  paid  by 
credit  t:ard,  the  Rule  also  r(!(|uires  the 
merchant  to  notify  the  consumer  either 
that  any  charge  to  the  consumer’s  charge 
account  will  he  reversed  or  that  the 
merchant  will  take  no  ac;tion  that  will 
result  in  a  charge. 

On  October  24,  2012,  the  ("ommission 
sought  comment  on  the  information 
collection  requirements  in  MTOR.  See 
77  FR  84994.  No  comments  were 
received.  As  reejuired  by  OMB 
regulations,  5  CFR  Part  1320.  the  FTC  is 
jjroviding  this  second  oj)portunity  for 
public  comment. 

Likelv  Bespondents:  Businesses 
engaged  in  the  sale  of  merchandise  by 
mail  or  by  telephone. 

Esthnoted  Annnol  Honrs  Burden: 

1 ,784,390  hours. 

Third  Party  Di.sclosure:  1(29,478 

e.stahlished  businesses  x  50  hours)  4- 
(1,283  new  entrants  x  230  hours)  = 
l,7(j4,390  hours. 

Estiinnted  Annind  Cost  Burden: 
.$31,830,000  (rounded  to  the  nearest 
thousand),  which  is  derived  from 
1,784,390  hours  x  .$1 8.04/hour.' 

'  This  is  llii!  ninan  hourlv  incoiiu!  lor  workors  in 
salos  and  rolaliul  occupations  according  to  the  latest 
liguros  from  the  Ditpartinont  of  (;omnu!ri:i!’s  ISmasui 
of  l,al)or  .Statistic:s.  .See  Tahh;  1 .  National 
(unployment  and  wage  data  from  the  Occupational 
Fimpioyment  .Statistics  survey  hv  occupation.  May 
21)1 1.  at  ltllp://n  \v\\  .l)Is.<’ov/n(nvs.ivletise/p(tf/ 
oewap^pdf. 


Berjue.st  for  Comment:  You  can  file  a 
comment  online  or  on  jiaper.  For  the 
(Commission  to  consider  your  comment, 
we  must  receive  it  on  or  before  February 
25,  2013.  Write  “Mail  or  Telephone 
Order  Merchandise  Trade  Regulation 
Rule;  FT(C  File  No.  R511929’’  on  your 
comment.  Your  comment — including 
your  name  and  your  state — will  he 
placed  on  the  public  record  of  this 
proceeding,  including,  to  the  extent 
practicable,  on  the  public  ("ommi.ssion 
VVeh  site,  at  http://\v\v\\'.  ftc.gov/os/ 
pnbliccomments.shtm.  As  a  matter  of 
discretion,  the  Commission  tries  to 
remove  individuals’  home  contact 
information  from  comments  before 
placing  them  on  the  Commission  Web 
site. 

Because  your  comment  will  be  made 
public,  you  are  .solely  responsible  for 
making  sure  that  your  comment  does 
not  include  any  sensitive  personal 
information,  like  anyone’s  Social 
Security  number,  date  of  birth,  driver’s 
license  number  or  other  state 
identification  number  or  foreign  country 
e(|uivalent.  passport  number,  financial 
account  number,  or  credit  or  debit  card 
number.  You  are  also  solely  responsible 
for  making  sure  that  your  comment  floes 
not  include  any  sensitive  health 
information,  like  medical  records  or 
other  individually  identifiable  health 
information.  In  addition,  do  not  include 
any  “Itlrade  secret  or  any  commert;ial  or 
financial  information  which  is  *  *  * 
privileged  or  confidential.”  as  discu.ssed 
in  .Section  8(f)  of  the  FT(i  Act,  15  IJ..S.(’,. 
48(f),  and  FTC  Rule  4.10(a)(2),  18  CFR 
4.10(a)(2).  lu  particular,  do  not  include 
competitively  sensitive  information 
such  as  costs,  sales  statistics, 
inventories,  formulas,  patterns,  devices, 
manufacturing  i)rocesses.  or  customer 
names. 

If  you  want  the  Commission  to  give 
your  comment  confidential  treatment, 
you  must  file  it  iu  paper  form,  with  a 
request  for  confitlential  treatment,  and 
you  have  to  follow  the  procedure 
exj)laiued  in  FTC  Rule  4.9(c),  18  CFR 
4.9(c).  Your  comment  will  he  kept 
confidential  only  if  the  FT(i  General 
(’ounsel,  in  his  or  her  sole  discretion, 
grants  your  refiuest  in  accordance  with 
the  law  and  the  public  interest. 

Fo.stal  mail  atldre.ssed  to  the 
(iommi.ssion  is  .subject  to  delay  due  to 
heightened  .security  screening.  As  a 
result,  we  encourage  you  to  submit  your 
comments  online,  or  to  send  them  to  the 
("ommis.sit)n  by  courier  or  ovei  night 
.service.  To  make  sure  that  the 
(x)mmi.s.sion  considers  your  online 
comment,  you  mu.st  file  it  at  bttps:// 
ftcpnhlic.commentu'orks.com/ftc/ 
MTOBprd2,  by  following  the 
instructions  on  the  web-based  form.  If 
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this  Notici!  appears  at  http:// 
\v\u\’.ro<’iil(itions.}>()v,  you  also  may  file 
a  coininent  through  that  Weh  site. 

If  you  file  your  comment  on  paper, 
write  “Mail  or  Tele])hone  Order 
Merchandi.se  Trade  Regulation  Rule: 

FIX'.  File  No.  R.511‘)2h"  on  vt)ur 
comment  and  on  tin;  envelope,  and  mail 
or  deliver  it  to  the  following  address: 
I'ederal  Trade  Oommission,  Office  of  the 
.Secretary.  Room  11-113  (Annex  J).  (iOO 
Pennsylvania  Avenue  N\V..  Washington. 
!)('  20.580.  If  possible,  submit  your 
|)aper  comment  to  the  (Commission  by 
courier  or  overnight  service. 

Visit  the  Commission  Web  site  at 
/?///j.7/u'U'u’./ic.goi’ to  read  this  Notice. 
The  I'TC  Act  and  other  laws  that  the 
C.ommi.ssion  administers  permit  the 
collection  of  public  comments  to 
consider  and  use  in  this  proceeding  as 
appropriate.  The  ("ommission  will 
consider  all  timely  and  respon.sive 
])uhlic  comments  that  it  receives  on  or 
l)efore  Fehruarv  25.  2013.  You  can  find 
mon;  information,  including  routine 
uses  ])ermitted  by  the  Privacy  Act.  in 
the  (Commission’s  j)rivacv  policy,  at 
httj)://\v\viv.ltc.»’()v/lt(:/pri\’(icv.shtni. 

(Comments  on  the  information 
collection  requirements  subject  to 
review  under  the  PR/\  should  al.so  he 
suhinittiul  to  OMR.  If  sent  by  II. S.  mail, 
address  comments  to:  Office  of 
Information  and  Rcjgulatorv  Affairs, 
Office  of  Management  and  Budget, 
Attention:  Desk  Officer  for  the  Federal 
Trade  (Connni.ssion.  New  Executive 
Office  Building.  Docket  Eihrarv,  Room 
10102,  725  17th  Street  NW., 
Washington.  D(C  20503.  (Comments  sent 
to  OMB  by  II. S.  postal  mail,  however, 
are  subject  to  delays  due  to  heightenetl 
security  j)recautions.  Thus,  comments 
instead  .should  he  .sent  by  facsimile  to 
(202)  395-5107. 

David  (C.  Shonka, 

Acting  Gcnvrnl  Gmtnscl. 

IFR  Doc.  2()i:»-()1323  Kildtl  l-24-i:i:  KM.'i  mill 
BILLING  CODE  6750-01 -P 


DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[Docket  2012-0076;  Sequence  41;  OMB 
Control  No.  9000-0070] 

Submission  for  OMB  Review; 

Payments 

AGENCIES:  Department  of  Defense  (DOD), 
(Ceneral  Services  Administration  (G.SA), 


and  National  Aeronautics  and  .Space 
Administration  (NASA). 

ACTION:  Notice  of  reijuest  for  comments 
regarding  the  extension  of  a  jnevionsly 
existing  OMB  clearance. 

SUMMARY:  Under  the  provisions  of  the 
Pajierwork  Reduction  Act.  the 
Regulatory  Secretariat  will  he 
submitting  to  the  Office  of  Management 
and  Budget  (OMB)  a  rcuiue.st  to  review 
and  apjirove  an  extension  of  a 
jneviously  ajiproved  information 
collection  reciuirement  concerning 
Payments.  A  notice  was  published  in 
the  Federal  Register  at  77  FR  43()8(),  on 
)uly  23,  2012.  One  respondent 
submitted  comments. 

Public  comments  are  ])articnlarlv 
invited  on:  Whether  this  collection  of 
information  is  necessary  for  the  proper 
performance  of  functions  of  the  Federal 
Acquisition  Regulations  (FAR),  and 
whether  it  will  have  practical  utility; 
whether  our  estimate  of  the  public 
burden  of  this  collection  of  information 
is  accurate,  and  based  on  valid 
assnm|)tions  and  methodology:  wavs  to 
enhance  the  (juality,  ntilitv.  and  claritv 
of  the  information  to  he  collected:  and 
ways  in  which  we  can  minimize  the 
burden  of  the  collection  of  information 
on  tho.se  who  are  to  res])ond,  through 
the  use  of  apiirojiriate  technological 
collection  techni(]nes  or  other  forms  of 
information  technology. 

DATES:  .Submit  comments  on  or  before 
February  25.  2013. 

ADDRESSES:  .Submit  comments 
idimtified  by  Information  Gollection 
9000-0070,  Payments,  by  any  of  the 
following  methods: 

•  Uegulations.gov:  http:// 

WWW. ivguIations.gov. 

.Submit  comments  via  the  Federal 
eRulemaking  jiortal  by  searching  the 
OMB  control  number.  .Select  the  link 
“.Submit  a  Comment"  that  corresponds 
with  “Information  Collection  9000- 
0070,  Payments”.  Follow  the 
instructions  provided  at  the  “.Submit  a 
Comment”  .screen.  Plea.se  include  your 
name,  company  name  (if  any),  and 
“Information  (iollection  90()0-0070, 
Pavments”  on  vour  attached  document. 

•  Fo.\;202-.501-40()7. 

•  A'/o//;  Ceneral  .Services 
Administration,  Regulatorv  .Secretariat 
(MVCB),  1275  First  .Street  NE., 
Washington,  DC  20417.  ATTN:  llada 
Flowers/lC  9000-0070,  Payments. 

Instructions:  Plea.se  submit  comments 
only  and  cite  Information  Collection 
9000-0070,  Payments,  in  all 
corres])ondence  related  to  this 
collection.  All  comments  received  will 
be  jio.sted  without  change  to  http:// 
www.ivguIations.gov,  including  any 


personal  and/or  business  confidential 
information  provided. 

FOR  FURTHER  INFORMATION  CONTACT: 
Edward  Chambers,  Ih'ocnrement 
Analyst,  ()ffic:e  of  Acijuisition  Policv, 
C.SA  at  (202)  501-3221  or  Email  at 
H(hvar(I.ch(unh(;rs@gsa.gov. 

SUPPLEMENTARY  INFORMATION: 

A.  Purpose 

Firms  ])erforming  under  Federal 
c:ontract.s  must  provide  adecjuate 
documentation  to  siqiiiort  recjiiests  for 
payment  under  these  contracts.  The 
dof:nmentation  may  range  from  a  simple 
invoice  to  detailed  cost  data.  The 
information  is  usually  submitted  once, 
at  the  end  of  the  contract  period  or  upon 
delivery  of  the  supplies,  but  could  he 
submitted  more  often  dejjending  on  the 
payment  .schedule  established  under  the 
contract  (see  FAR  52.232-1  through 

52.232- 4,  and  FAR  52.232-9  through 

52.232- 11).  The  information  is  used  to 
determine  the  proper  amount  of 
payments  to  Federal  c;ontractors. 

B.  Analysis  of  Public  Comments 

One  respondent  submitted  public 
comments  on  the  extension  of  the 
previously  approved  information 
collection.  'I’he  analvsis  of  the  public 
comments  is  summarized  as  follows: 

(ionuncnt:  The  respondent 
commented  that  the  extension  of  the 
information  collection  would  violate  the 
fundamental  ])urpo.ses  of  the  Pajierwork 
Reduction  Ac;t  because  of  the  burden  it 
puts  on  the  entity  submitting  the 
information  and  the  agency  collecting 
the  information. 

Ucsjionse:  In  accordance  with  the 
Paperwork  Reduction  Act  (PRA), 
agencies  can  reijnest  (1MB  ajjjiroval  of 
an  existing  information  collection.  The 
PRA  reciuires  that  agencies  use  the 
Federal  Register  notice  and  comment 
jirocess.  to  extend  (IMB’s  apjiroval,  at 
least  every  tliree  years.  This  extension, 
to  a  jnevionsly  a|j|)roved  information 
collection,  jiertains  to  documentation 
necessary  to  .sn|)|)ort  recjuests  for 
jiayment  under  Covernment  contracts. 
The  documentation  may  range  from  a 
simjjle  invoice  to  detailed  cost  data.  The 
information  is  usually  submitted  once, 
at  the  end  of  the  contract  jniriod  or  u|)on 
delivery  of  the  sujijdies,  hut  could  he 
suhmilted  more  often  dejiending  on  the 
jiayment  .schedule  established  under  the 
contract  (.see  FAR  52.232-1  through 

52.232-11).  The  information  is  used  to 
determine  the  jnojier  amount  of 
jiayments  to  Federal  contractors.  Ah.sent 
this  documentation,  which  serves  as  the 
basis  for  contract  jiayments,  the 
Covernment  would  he  jnevented  from 
making  such  jiayments. 
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(Miiunanl:  The  respondinit 
coniinented  that  the  ag(!iu:y  ihd  not 
accurately  e.stiinate  the  public  burden 
chalhiugiug  that  tlu;  agency’s 
methodology  for  calculating  it  is 
iusufficieut  and  inadiupiate  and  does 
not  reflect  th(!  total  burden.  The 
res])oudeut  stated  the  estimate  of  120 
re.sj)ouses  ))er  respomhait  is 
imderstatcal,  and  pro])osed  that  the 
miiuher  of  responses  for  many 
respondents,  particularly  large 
goyernment  contractors,  exccunls  1,000 
re.s])onses  per  year.  Additionally,  the 
resj)ondent  stated  that  the  estimate  of 
.025  hours  of  burden  |)er  respon.sc;  is 
unrealistically  low  given  the  level  of 
documentation  required  to  suj)port 
r(!(|uests  for  payment,  es|)ecially  on 
certain  contracts,  and  proposed  that 
contractors  will  expend  an  amount  of 
effort  more  than  100  times  the  estimate 
of  .025  hours.  For  this  reason,  the 
respondent  inovided  that  the  agency 
.should  reasse.ss  the  estimated  total 
burden  hours  and  revise  the  estimate 
upwards  to  he  more  accurate,  as  was 
done  in  FAR  (iase  2007-000.  The  same 
resj)ondent  also  provided  that  the 
burden  of  com])liance  with  the 
information  collection  re(|uir(!ment 
gr(!atly  exceexls  the  agency’s  estimate 
and  outweighs  any  pot(;ntial  utility  of 
the  extension. 

/fe.s'pon.se;  Serious  consideration  is 
given,  during  the  open  comment  ])eriod, 
to  all  comments  received  and 
adjustments  are  made  to  the  |)a])erwork 
burden  estimate  based  on  reasonable 
considerations  provided  by  the  jjuhlic. 
This  is  evidenced,  as  the  respondent 
notes,  in  FAR  (ia.se  2()()7-()()0  where  an 
adjustment  was  made  from  the  total 
preparation  lunirs  from  three  to  (iO.  This 
change  was  made  considering 
j)articularly  the  hours  that  would  be 
recjuired  for  review  within  the  company. 
j)rior  to  release  to  the  Ciovernment. 

'I’he  burden  is  pre])ared  taking  into 
consideration  the  necessary  criteria  in 
OMB  guidance  for  e.stimating  the 
])a])erwork  burden  jjut  on  the  entity 
submitting  the  information.  For 
example,  consideration  is  given  to  an 
entity  reviewing  instructions;  using 
technology  to  collect,  process,  and 
disclo.se  information;  adjusting  existing 
practices  to  comjjly  with  recjuirements; 
.searching  data  sources;  completing  and 
reviewing  the  res])onse;  and 
transmitting  or  discdosing  information. 
'I’he  estimated  burden  hours  for  a 
collection  are  based  on  an  average 
hetwcum  the  hours  that  a  simple 
disclosure  by  a  vciry  small  business 
might  recpiire  and  the  much  higher 
numbers  that  might  he  required  for  a 
very  complcix  disclosure  by  a  major 
corporation.  Akso,  the  cjstimated  burden 


hours  should  only  include  projcxtcul 
hours  for  tho.se  actions  which  a 
comjKuiy  would  not  undertake  in  the 
normal  course  of  business,  (iareful 
considcaation  went  into  asscxssing  the 
e.stimated  burden  hours  for  this 
coll(!ction,  and  although,  the  respondent 
])rovid(!d  cistimatcis  of  responses  and 
burden  hours,  the  cistimatcxs  cannot  he 
confirmed  with  any  dcigree  of  certainty 
to  totally  rely  on  the;  information. 
However,  it  is  detcirmiiuHl  that  an 
u|)ward  adju.stment  is  warranted  at  this 
time  ha.scid  iqion  consideration  of  the 
information  jjrovided  in  the  public 
comment.  The  information  collection 
requircmient  has  beam  revised  to  rcdlect 
an  overall  increase  in  the  total  public 
burden  hours. 

(k  Annual  Reporting  Burden 

Ihispondents:  80,000. 

Besponsiis  per  R(^spondent :  120. 

T()l(d  Responses:  t), (500, 000. 

Hours  per  Resjjonse:  .25. 

Toiol  Riirden  Hours:  2,400,000. 

()bto}nin<>  (A)pies  of  Proposeds: 
Recjucjsters  may  obtain  a  copy  c)f  the 
information  colhiction  documents  from 
the  (ieneral  Services  Administration, 
Regulatory  Scicrcitariat  (MVCB),  1275 
First  .Strcujt  NF.,  Washington,  DC  20417, 
telephone  (202)  501-4755.  Rh;ase  cite 
(1MB  Control  No.  9000-0070,  Bayments, 
in  all  correspondence. 

llatcul:  lainiarv  17.  201  :i. 

William  Clark. 

Aclin^  Diivclar.  Podend  Acquisition  Policy 
Division.  Olficc  of  Ciovcnnncntwidc 
Ac(iuisition  Policy.  Office  of  Acquisition 
Policy.  Office  of  (iovernnientwide  Policy. 

|FR  Ooc.  2()i:t-()14:!H  Filiul  l-24-i:i:  8:4.'>  iim| 
BILLING  CODE  6820-EP-P 


DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[Docket  2012-0076;  Sequence  48;  OWIB 
Control  No.  9000-0101] 

Federal  Acquisition  Regulation; 
Submission  for  OMB  Review;  Drug- 
Free  Workplace  (FAR  52.223-6) 

agency:  Department  of  Defense  (DOD), 
(General  Services  Administration  (CSA), 
and  National  Aeronautics  and  Spac:e 
Administration  (NASA). 

ACTION:  Notice  of  request  for  ])ublic 
comments  regarding  an  extension  of  an 
existing  (1MB  chuirance. 

SUMMARY:  Under  the  provisions  of  the 
Rajierwork  Reduction  Act,  the 


Regulatory  Secretariat  will  be 
submitting  to  the  (Iffice  of  Management 
and  Budget  ((1MB)  a  reejuest  to  review 
and  a])prove  an  extension  of  a 
previously  ajiproved  information 
collection  requirement  concerning  drug- 
free  workplace.  A  notice  was  published 
in  the  Federal  Register  at  77  FR  52(59(5, 
on  August  30.  2012.  No  comments  were 
received. 

Public  comments  are  particularly 
invited  on:  Whether  this  collection  of 
information  is  necessary  for  the  proper 
])erformance  of  functions  of  the  Federal 
Accpiisition  Regulations  (FAR),  and 
whether  it  will  have  practical  utility: 
whether  our  estimate  of  the  public 
burden  of  this  collection  of  information 
is  accurate,  and  ba.sed  on  valid 
assumptions  and  methodology;  ways  to 
enhance  the  cjuality,  utility,  and  clarity 
of  the  information  to  he  collected;  and 
ways  in  which  we  can  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  through 
the  use  of  appropriate  technological 
collection  techni(|ue.s  or  other  forms  of 
information  technology. 

DATES:  Submit  comments  on  or  before 
February  25.  2013. 

ADDRESSES:  Submit  comments 
identified  by  Information  (iollection 
9()()()-()1()1 ,  Drug-Free  Workplace,  bv 
any  of  the  following  methods: 

•  Reoululions.oov:  htlj):// 
www’.reoidalious.gov. 

Submit  comments  via  the  Federal 
eRnlemaking  jiortal  by  searching  tin; 
(1MB  control  number.  Select  the  link 
"Submit  a  (Comment’’  that  corresponds 
with  "Information  (Collection  9()()()- 
0101 .  Drug-Free  Workplace".  P’ollow  the 
instructions  jnovided  at  the  “Submit  a 
(^Comment”  screen.  Please  include  your 
name,  conijiany  name  (if  any),  and 
“Information  Collection  9()(j()-()1()1, 
Drug-Free  Workplace”  on  your  attached 
document. 

•  Fa.\:  202-501 -40(57. 

•  Mail:  Ceneral  Services 
Administration,  Regulatory  Secretariat 
(MVCB),  1275  First  Street  NF.. 
Washington.  D(C  20417.  ATTN:  Hada 
Flowers/IC  9000-0101,  Drug-Free 
W'orkplace. 

In.struclions:  Please  submit  comments 
only  and  cite  Information  Collection 
9()()()-()101.  Drug-Free  Workplace,  in  all 
correspondence  ndatiul  to  this 
collection.  All  comments  received  will 
he  posted  without  change  to  blip:// 
ivww.regulal ious.gov.  including  any 
personal  and/or  business  confidential 
information  jirovided. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Mari.ssa  Petru.sek,  Procurement  Analy.st, 
(Iffice  of  Acquisition  Policy,  CSA  (202) 
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.'■>() l-()i:Ui  or  email 
m(inssa.pHfrus(^k@gsa.<>()v. 

SUPPLEMENTARY  INFORMATION: 

A.  Purpose 

FAR  clause  52.22',i-{i,  Drug-Free 
Workjjlace.  nicjuires  (1)  contractor 
emj)loyees  to  notify  tlieir  einjiloyer  of 
any  criminal  drug  statute  conviction  for 
a  violation  occurring  in  the  \vorki)lace: 
and  (2)  (Government  contractors,  after 
receiving  notice  of  such  conviction,  to 
notify  the  contracting  officer.  The  clause 
is  not  applicable  to  commercial  items, 
contracts  at  or  below  sim])lified 
accpnsition  threshold  (imle.ss  awarded 
to  an  individual),  and  contracts 
performed  outside  the  United  States  or 
by  law  enforcement  agencies.  The 
clause  implements  the  Drug-Free 
Workplace  Act  of  1988  (Pub.  L.  100- 
090). 

The  information  provided  to  the 
(Government  is  used  to  determine 
contractor  com])liance  with  the 
statutory  retpnrements  to  maintain  a 
drug-free  workplace;. 

K.  Annual  Reporting  Burden 

Ba.sed  on  Fiscal  Year  2011  (FYll)  data 
from  the  Federal  Procurement  Data 
.System  (FPDS).  statistical  information 
from  other  .sources,  and  historical 
knowledge  of  the  information 
collection,  the  estimated  total  burden  is 
as  follows: 

lif^spnndf^nts:  .'55)8. 

/ie.s/jo/i.se.s  /;er  Rf^sponch^nt:  1. 

Annual  Responses:  .'55)8. 

Honrs  per  Response:  ..'5. 

Total  Rnrden  Hours:  25)5). 

Ohtainin^  (Jopies  of  Proposals: 
Requesters  may  obtain  a  cojjv  of  the 
information  collection  doi:uments  from 
the  Ueneral  .Services  Admini.stration, 
Regulatory  Secretariat  (MV(G13).  127.'5 
First  Street  NE.,  Washington.  D(G  20417, 
telephone  (202)  .'501-47.'5.'5.  Please  cite 
()M13  (Gontrol  No.  9000-0101,  Drug-Free 
Workplace,  in  all  correspondence. 

llaUul:  laiiiiiiry  IK.  201 K. 

William  (Glark. 

Actin"  Director,  Federal  Acquisition  Policy 
Division.  Office  of  Govern  mentwide 
Acquisition  Policy.  Office  of  Acquisition 
Policy.  Office  of  Governmentwide  Policy. 

IKK  !)(«:.  2(u:{-(n4.'>2  Filod  1-24-1 8:4.S  ain| 
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DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[Docket  2012-0076;  Sequence  42;  0MB 
Control  No.  9000-0071] 

Federal  Acquisition  Regulation; 
Submission  for  0MB  Review;  Price 
Redetermination 

AGENCIES:  De])artment  of  Defense  (DOD), 
(General  .Services  Admini.stration  ((G.SA), 
and  National  Aeronautics  and  .Space 
Admini.stration  (NASA). 

ACTION:  Notice  of  reiiuest  for  jnihlic 
comments  regarding  an  extension  of  an 
existing  OM13  clearance. 

SUMMARY:  Under  the  jnovisions  of  the 
Paperwork  Reduction  Act,  the 
Regulatory  .Secretariat  will  he 
submitting  to  the  Office  of  Management 
and  Budget  (OMB)  a  re{|ue.st  to  nivievv 
and  approve  an  extension  of  a 
previously  a])])roved  information 
collection  re(|uirement  conc(;rning  Price 
Redetermination.  A  notice  was 
published  in  the  Federal  Register  at  77 
FR  .'51784.  on  August  27.  2012.  One 
respondent  submitted  comments. 

Public  comments  are  ])articularly 
invited  on:  Whether  this  collection  of 
information  is  neces.sary:  whether  it  will 
have  practical  utility:  whether  our 
e.stimate  of  the  public  burden  of  this 
collection  of  information  is  accurate, 
and  based  on  valid  assumptions  and 
methodology;  wavs  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  to  be  collected:  and  ways  in 
which  we  can  minimize  the  burden  of 
the  collec:tion  of  information  on  those 
who  are  to  respond,  through  the  use  of 
a])i)ropriate  technological  collection 
techni(|ue.s  or  other  forms  of  information 
technology. 

DATES:  .Submit  comments  on  or  bcifore 
February  2.'5,  201 8. 

ADDRESSES:  .Submit  comments 
identified  by  Information  CGol lection 
5)()()()-()()71 ,  Price  Redetermination,  by 
any  of  the  following  methods: 

•  Regulations. gov:  http:// 

WWW. regulations. gov.  .Submit  comments 
via  the  Federal  eRulemaking  portal  hv 
searching  the  OMB  control  number. 
.Select  the  link  “.Submit  a  (Gomment” 
that  corre.s])onds  with  “Information 
Collection  5)()()()-0()71 ,  Price 
Redetermination”.  Follow  the 
instructions  j)rovided  at  the  “.Submit  a 
Comment”  .screen.  Plea.se  include  your 
name,  company  name  (if  any),  and 
“Information  (Gollection  9()(i()-()()71 , 


Prit:e  Redetermination”  on  your 
attaclnid  document. 

•  F(/.\;  2()2-.'5()l -40(57. 

•  A/a//;  (General  .Serviciis 
Administration,  Regulatorv  .Secretariat 
(MVCB),  127.'5  First  Stniet  NIG., 
Washington.  DC  20417.  ATTN:  Hada 
f’lowers/lC  5)000-0071 ,  Price 
Redetermination. 

Instructions:  Please  submit  comments 
only  and  cite  Information  (Gollection 
5)000-0071.  Price  Redetermination,  in 
all  correspondence  related  to  this 
collection.  All  comments  received  will 
he  ])osted  without  change  to  http:// 

WWW. reguhd ions.gov,  including  any 
j)er.sonal  and/or  business  confidential 
information  jirovided. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Curtis  E.  (Glover,  .Sr.,  Procurement 
Analy.st,  Office  of  (Government  wide 
Acqui.sition  Policy,  G.SA,  (202)  .'501- 
1448  or  email  cuiHs. glover@gsa.gov. 
SUPPLEMENTARY  INFORMATION: 

I.  Purpose 

FAR  l(i.20.'5.  Fixed-])rice  contracts 
with  ])rospective  price  redetermination, 
])rovide.s  for  firm  fixed  prices  for  an 
initial  ])eriod  of  the  contract  with 
prospective  redetermination  at  stated 
times  during  ])erformaiu:e.  FAR  1(5.20(5. 
l''ixed  price  contracts  with  retroactive 
prici;  redetermination,  provides  for  a 
fixed  ceiling  price;  and  retroactive  price 
red(;t(;rmination  within  the  ceiling  after 
com])letion  of  the  contract.  In  order  for 
the;  amounts  of  price  adjustments  to  be 
determin(;d.  the  firms  jjerforming  under 
these  contracts  must  j)rovide 
information  to  the  (Gov(;rnment 
regarding  their  exjienditures  and 
anticipated  costs. 

II.  Discussion  and  Analysis 

One  resi)ondent  submitted  public 
comments  on  the  extension  of  the 
j)revion.sly  a})])roved  information 
collection.  The  analysis  of  the  public 
comments  is  summarized  as  follows: 

(ionunent:  The  respondent 
commented  that  the  extension  of  the 
information  collection  would  violate  the 
fundamental  ])urpo.ses  of  the  Pajierwork 
Reduction  Act  because  of  the  burden  it 
])ut.s  on  the  entity  submitting  the 
information  and  the  agency  collecting 
the  information. 

Response:  In  accordance  with  the 
Pai)erwork  Reduction  Act  (PRA). 
agencies  can  retjuest  an  OMB  approval 
of  an  existing  information  collection. 
The  PRA  recjuires  that  agencies  use  the 
Federal  Register  notice  and  comment 
process,  to  extend  tin;  OMB’s  apjjroval, 
at  least  (;very  three  years.  This 
extension,  to  a  ])reviou.sly  approved 
information  collection,  pertains  to  FAR 
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10.200,  Fixed  ])ri(:e  c:ontra(;t.s  witli 
retroactive  price  redeterniination.  The 
h'AR  section  allows  an  agency  to  award 
a  contract  with  a  fixed  ceiling  price  and 
nitroactively  redetermine  the  i)rice 
within  the  ceiling  after  completion  of 
the  contract.  In  order  for  the  amounts  of 
price  adjustments  to  he  determined,  tin; 
firms  performing  under  these  contracts 
must  j)rovide  information  to  the 
(lovernment  regarding  their 
expenditures  and  anticipated  costs.  The 
(lovernment  uses  this  information  to 
establish  fair  price  adjustments  to 
Federal  contracts.  Not  granting  this 
extension  would  con.se(|uently  eliminate 
the  Government’s  ability  to  negotiate  a 
fair  and  reasonable  firm-fixed  price  after 
the  initial  j)eriod. 

(JonuiHvil:  The  respondent 
commented  that  the  agency  did  not 
accurately  e.stimate  the  public  burden 
an  extension  of  this  information 
collection  requirement  vvoidd  create. 

The  res])ondent  offers  that  the 
obligations  imposed  by  the  clause  under 
a  fixed-price  contract  with  ])ros])ective 
price  redetermination  are  onerous,  and 
will  recjuire  a  contractor  to  implement 
accounting  systems  that  are  ecpupped  to 
account  for  allowable  co.sts  substantially 
the  same  as  a  cost  reimbursement 
contract.  The  respondent  hcdievcxs  a 
more  rcxisonahle  e.stimate  of  hours  per 
r(;s|3onse  would  he;  in  the  range  of  40  to 
80  hours. 

Hasponsa:  It  is  expected  and 
anticijiated  that  ])olential  contractors 
.seeking  to  do  business  with  the 
Government  under  a  fixed-})rice 
contract  with  prospciclive  price 
redetermination  would  have  accounting 
systems  that  allow  for  collecting, 
tracking,  monitoring  and  reporting  the 
ty))e  of  information  reepnred  for  this 
collection.  Gencjrally,  the  information 
recpiested  under  this  collection  is 
generated  in  the  normal  cour.se  of  doing 
business,  available  ehudronicallv  and 
organized  similar  to  the  format 
reepuisted.  flowevcir,  considcjring  the 
public  comment  and  given  the  cjxtent  a 
company  may  not  ])rovide  for 
accounting  the  information  as 
previously  discu.ssed,  the  Government 
has  adjusted  the  hours  ])er  response  for 
this  information  collection  to  8  hours. 

C'.omiutml:  'I’he  respondent 
commented  that  the  collective  burden  of 
comj^liance  with  the  information 
collection  reciuirement  greatly  exceeds 
the  agencies  e.stimate  and  outweighs  any 
potential  utility  of  the  extension. 

I{(isponse:  The  respondents  concern  is 
addressed  within  the  framework  of 
()MI3  review  and  approval  of  this 
information  collection  reqiurement  and 
its  as.sociated  regulation,  as  required  by 
the  Pajjerwork  Reduction  Act  (l^RA)  and 


Executive  Order  12888.  'fhe  FRA 
re(|uires  Federal  agencies  to  take 
specific  .st(!p.s  before  nupnring  or 
recpiesting  information  from  the  public. 
The.se  steps  include  (1)  seeking  jjublic 
comment  on  pro|)o.sed  iidbrmation 
colhulions  and  (2)  .submitting  proposed 
collections  for  review  and  a])proval  hv 
()M13.  A  central  goal  of  ()MI3  review  is 
to  help  agencies  strike  a  balance 
between  collecting  information 
neces.sary  to  fulfill  their  statutory 
missions  and  guarding  against 
unnecessary  or  du|)licative  information 
that  imposes  unjustified  co.sts  on  the 
American  public.  In  this  nigard,  ()MI3 
evaluates  whether  the  collection  of 
information  by  the  agency:  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  has  practical 
utility:  minimiztjs  the  Federal 
information  collection  burden,  with 
particular  emphasis  on  those 
individuals  and  entities  most  adver.selv 
affected:  and  maximizes  the  practical 
utility  of  and  ])nhlic  benefit  from 
information  collected  by  or  for  the 
Federal  Government. 

The  ()M13  review  ])roce.ss  under 
Executive  Orchn'  12888  .seeks  to  ensure 
that  agencies,  to  the  extent  ])ermitted  by 
law.  comj)ly  with  the  regulatory 
princijjles  stated  in  the  Executive  Order 
and  that  the  President’s  ])olicie.s  and 
priorities  are  refhicted  in  agency  rules. 
Such  review  also  helps  to  promote 
ade(]uate  interagenev  nndew  of  draft 
proposed  and  final  regulatory  actions, 
so  that  such  actions  are  coordinated 
with  other  agencies  to  avoid 
inconsistent,  incom])atihle,  or 
duj)licative  policies.  C)M13  review  helps 
to  ensure  that  agencies  carefully 
consider  the  c:onsequenc:es  of  rules 
(including  both  benefits  and  costs) 
before  they  proceed. 

Coninient:  The  re.s])ondent 
commented  that  the  Government’s 
response  to  the  Paperwork  Reduction 
Act  waiver  for  FAR  Gas(!  2()07-()()8  is 
instructive  on  the  total  burden  for 
respondents. 

l)t;s})onse:  Serious  consideration  is 
given,  during  the  open  comment  j)eriod, 
to  all  comments  received  and 
adjustments  are  made  to  the  paperwork 
burden  e.stimate  ha.sed  on  reasonable 
considerations  ])rovided  by  the  public. 
This  is  evidenced,  as  the  resjxuulent 
notes,  in  FAR  Gase  2(K)7-()()8  where  an 
adjustment  was  made  from  the  total 
preparation  hours  from  three  to  80.  'fliis 
change  was  made  considering 
])articularly  the  hours  that  would  be 
reejuired  for  review  within  the  companv, 
prior  to  release  to  the  (lovernment. 

The  burden  is  prepared  taking  into 
consideration  the  neces.sary  criteria  in 


()M13  guidance  for  estimating  the 
pa})erwork  burden  j)ut  on  the  entity 
submitting  the  information.  For 
example,  consideration  is  given  to  an 
entity  reviewing  instructions:  using 
technology  to  collect,  process,  and 
disclose  information:  adjusting  exi.sting 
imictices  to  comply  with  re(iuirements: 
.searching  data  sources:  com])leting  and 
reviewing  the  respon.se:  and 
transmitting  or  disclosing  information. 
The  estimated  burden  hours  for  a 
collection  are  based  on  an  average 
between  the  hours  that  a  simple 
disclosure  by  a  very  small  business 
might  require  and  the  much  higher 
numhers  that  might  be  retjuired  for  a 
very  complex  disc;losure  hv  a  major 
corporation.  Also,  the  estimated  burden 
hours  should  only  include  projected 
hours  for  those  actions  which  a 
company  would  not  undertake  in  the 
m)rmal  cour.se  of  business.  Gareful 
consideration  went  into  a.sse.ssing  the 
estimated  burden  hours  for  this 
collection,  and  it  is  determined  that  an 
upward  adjustment  is  reasonable  at  this 
time. 

III.  Annual  Reporting  Burden 

Ha.sed  on  Fi.scal  Year  2011 
information  from  the  Federal 
Procurement  Data  System,  an  (jstimated 
230  uni(|ue  contractors  were  awarded 
1,070  fixed-])rice  redetermination 
contracts.  Thus,  each  vendor  responded 
on  average  8.8  times  a  year  (roundeil  up 
to  0).  The  hours  j)er  re.s])onse  is 
increa.sed  to  8  hours  after  a  reas.sessment 
of  the  time  re{juired  to  prepare  and 
report  the  information. 

B(‘spoiui(ints:  230. 

Responses  per  Respondent:  9. 

Annind  Responses:  2,070. 

Hours  per  Response:  8. 

Total  Burden  Honrs:  18,580. 

Obtaining  Copies  of  Proposals: 
Reejuesters  may  obtain  a  coj)y  of  the 
information  collection  documents  from 
the  General  Services  Admini.stration, 
Regulatory  Secretariat  (MVGH),  1275 
First  .Street  NE..  Washington,  DG  20417, 
telephone  (202)  501—4755.  Please  cite 
OMH  Control  No.  9000-0071,  Price 
Redetermination,  in  all  correspondence. 

Dated:  )anuary  17.  20i:5. 

William  Clark, 

Acting  Director.  PedernI  Acquisition  Policy 
Division.  Office  of  Governmentwide 
Acqnisition  Policy.  Office  of  Acquisition 
Policy.  Office  of  Governmentwide  Policy. 

IKK  D(h:.  2()i;{-()147(i  Kiled  l-24-i:t:  ft:4.'i  am| 
BILLING  CODE  6820-EP-P 
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DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[Docket  2012-0076;  Sequence  45;  0MB 
Control  No.  9000-0082] 

Federal  Acquisition  Regulation; 
Submission  for  0MB  Review; 

Economic  Purchase  Quantity — 

Supplies 

agency:  n(!j)ai  tm(!nt  of  Defense  (DOD), 
(General  Services  Administration  (CiSA). 
and  National  Aeronautics  and  Sjiace 
Administration  (NASA). 

ACTION:  Notice  of  re(|uest  for  public 
comments  regarding  an  extension  to  an 
existing  OMB  clearance. 

SUMMARY:  Under  the  j)rovi.sions  of  the 
Baj)er\vork  Riuluction  Act.  the 
Regidatorv  Secretariat  will  he 
suhmitting  to  the  Office  of  Management 
and  Budget  (OMB)  a  recpiest  to  review 
and  aj)j)rove  an  extension  of  a 
])reviouslv  approved  information 
collection  recjuirement  concerning 
I<]conomic  Purchase  Quantity — Snj)plies. 
A  notice  was  published  in  the  Federal 
Register  at  77  FR  4:1077.  on  )uly  2.'1. 

2012.  One  respondent  submitted 
comments. 

Bnhlic  comments  are  particnlarlv 
invited  on:  Whether  this  colhu.tion  of 
information  is  necessary  for  the  proper 
performance  of  functions  of  the  Federal 
Accpiisition  Regulation  (FAR),  and 
whether  it  will  have  jiractical  ntilitv; 
whether  our  e.stimate  of  the  public 
burden  of  this  collection  of  information 
is  accurate,  and  based  on  valid 
assiim])tions  and  methodologv;  wavs  to 
enhance  the  (piality.  utility,  and  clarity 
of  the  information  to  ht;  collected:  and 
ways  in  which  we  can  minimize  the 
burden  of  the  collection  of  information 
on  tho.se  who  are  to  resjiond.  through 
th(!  n.se  of  a])])ro])riate  technological 
collection  techniques  or  other  forms  j)f 
information  technology. 

DATES:  Submit  comments  on  or  before 
Fehruarv  2.5.  201  :i. 

ADDRESSES:  Submit  comments 
identified  by  Information  Collection 
00()()-0()H2,  Fconomic  Biircha.se 
Quantity — Supplies,  by  any  of  the 
following  methods: 

•  /?egn/fi//o;7.s.«o\';  http:// 

\\\\'i\'.r(;}>iil(it  ioiis.gov. 

Submit  comments  via  the  Federal 
eRulemaking  portal  by  searching  the 
OMB  control  number.  Select  the  link 
“.Submit  a  Comment”  that  corresponds 
with  “Information  Collection  0000-0082 
Fconomic  Purchase  Quantity — 


Supplies”.  Follow  the  instructions 
providcul  at  the  “Submit  a  Comment” 
screen.  Please  include  your  name, 
comj)anv  name  (if  anv),  and 
“Information  Collection  0000-0082 
Economic  Purchase;  Quantitv — 

.Sup|)hes”  on  ve)nr  attached  document. 

•  FV/.v;  202-501-4007. 

•  Moil:  Ceneral  Si;rvice.s 
Administration,  Regidatorv  Secretariat 
(MVCB),  1275  l-irst  Street  NE., 
Washington,  DC  20417.  ATTN:  Hada 
Flowers/IC  0000-0082.  Economic 
Purchase  Quantity — Supplies. 

Instructions:  Plea.se  submit  comments 
only  and  cite  Information  Collection 
0000-0082.  Economic  Purchase 
Quantity — .Sup])hes,  in  all 
correspondence  related  to  this 
collection.  All  comments  received  will 
be  ])o.sted  without  change  to  http:// 

WW  W. regulations. gov.  including  any 
jjersonal  and/or  bnsine.ss  confidential 
information  provided. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Michael  ().  jackson.  Procurement 
Analyst,  Office  of  Covernmentwide 
Actiiiisition  Policy,  (202)  208^940  or 
(iinail  nhchaclo.ja(:kson@gsa.gov. 
SUPPLEMENTARY  INFORMATION: 

A.  Purpose 

The  provision  at  52.207-4,  Economic 
Purchase  Quantity — Supplies,  invites 
offerors  to  state  an  opinion  on  whether 
the  (jnantity  of  sujiplies  on  which  bids, 
proposals,  or  ipiotes  are  reipiested  in 
solicitations  is  economicallv 
advantageous  to  the  Covernment.  Each 
offeror  who  believes  that  acijnisitions  in 
different  ipiantities  would  be  more 
advantageous  is  invited  to  (1) 
recommend  an  ei:onomic  purchase 
(juantity,  showing  a  recommended  unit 
and  total  jirice,  and  (2)  identify  the 
different  quantity  points  where 
significant  price  breaks  occur.  This 
information  is  reipiired  bv  Public  Law 
98-577  and  Public  Law  98-525. 

B.  Discussion  and  Analysis 

One  resjjondent  submitted  jiublic 
comments  on  the  extension  of  the 
previously  aj)|)roved  information 
collection.  The  analysis  of  the  jiublic 
comments  is  simnnarized  as  follows: 

(ioinnwnt:  The  re.sjiondent 
commented  that  the  extension  of  the 
information  collection  would  violate  the 
fundamental  i)ur|)ose.s  of  the  Paperwork 
Reduction  Act  biicause  of  the  burden  it 
puts  on  the  entity  submitting  the 
information  and  the  agency  collecting 
the  information.  The  respondent 
opposes  granting  the  extension  of  the 
information  collection  reijuirement. 

nesponse:  In  accordance  with  the 
Paperwork  Reduction  Act  (PRA). 


agencies  can  request  an  OMB  approval 
of  an  existing  information  collection. 

'I’lie  PRA  reipiires  that  agencies  n.se  the 
Federal  Register  notice  and  comment 
])roce.s.s,  to  extend  the  OMB’s  approval, 
at  least  every  three  years.  'Lhis 
extension,  to  a  previously  approved 
information  collection,  iiertains  to  tin; 
provision  at  FAR  52.207-4,  Economic 
l^iirchase  Quantity — Su|)j)he.s,  which 
invites  offerors  to  state  an  o])inion  on 
whether  the  ipiantity  of  snjjjilies  on 
which  bids,  pro])osal.s,  or  (|noles  are 
reipiested  in  solicitations  is 
economically  advantageous  to  the 
Government.  Each  offeror  who  believes 
that  acipiisitions  in  different  quantities 
would  be  more  advantageous  is  invited 
to  (1)  recommend  an  economic  purchase 
quantity,  showing  a  recommended  unit 
and  total  jirice,  and  (2)  identify  the 
different  quantity  jioints  where 
significant  price  breaks  occur.  This 
information  is  reipiired  by  Public  Law 
98—577  and  Public  Law  98-525.  Not 
granting  this  extension  would 
consequently  eliminate  FAR  clauses 
that  jirovide  a  benefit  to  the  public  and 
the  agenev  collecting  the  information. 

(lonnncnt:  The  respondent 
commented  that  the  agency  did  not 
accurately  e.stimate  the  ])nbhc  burden 
challenging  that  the  agency’s 
methodology  for  c.alcnlating  it  is 
insufficient  and  inadequate  and  does 
not  reflect  the  total  burden.  For  this 
rea.son,  the  re.s))ondent  jnovided  that  the 
agenev  .should  rea.sse.ss  the  estimated 
total  burden  hours  and  revise  the 
e.stimate  upwards  to  be  more  accurate, 
as  was  done  in  FAR  Case  2()()7-()()().  The 
same  respondent  also  provided  that  the 
burden  of  com])hance  with  the 
information  collection  requirement 
greatly  exceeds  the  agency’s  estimate 
and  outweighs  any  potential  utility  of 
the  extension. 

liHsponsc:  Serious  consideration  is 
given,  during  the  open  comment  jjeriod, 
to  all  comments  rec.eived  and 
adjustments  are  made  to  the  pajierwork 
burden  e.stimate  based  on  reasonable 
considerations  jirovided  bv  the  public. 
This  is  evidenced,  as  the  respondent 
notes,  in  FAR  Case  2()()7-()()()  where  an 
adjustment  was  made  from  the  total 
prejiaration  hours  from  three  to  BO.  This 
change  was  made  considering 
])articnlarly  the  hours  that  would  be 
required  for  review  within  the  comiiany, 
jirior  to  relea.se  to  the  Covernment. 

The  burden  is  prepared  taking  into 
consideration  the  necessary  criteria  in 
OMB  guidance  for  estimating  the 
paperwork  burden  put  on  the  entitv 
submitting  the  information.  For 
example,  consideration  is  given  to  an 
entity  reviewing  instructions;  using 
technology  to  collect,  jirocess,  and 
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disclose  information;  adjusting  existing 
practices  to  comply  with  reejuirements; 
searcdiing  data  sources;  completing  and 
i'(!viewing  the  response;  and 
transmitting  or  disclosing  information. 
The  estimated  burden  hours  for  a 
collection  are  based  on  an  average 
between  the  hours  that  a  simple 
disclosure  by  a  very  small  business 
might  reejuire  and  the  much  higher 
numhers  that  might  he  reepured  for  a 
very  conijilex  disclosure  by  a  major 
cor])oration.  Also,  the  estimated  burden 
hours  should  only  include  projected 
hours  for  tliose  actions  which  a 
company  would  not  undertake  in  the 
normal  course  of  business. 

Careful  consideration  went  into 
assessing  the  burden  for  this  collection. 
There  is  no  centralized  database  for  the 
collection  of  the  information  a.ssociated 
with  this  requirement.  The  solicitation 
provision  of  this  information  collection 
is  not  required  to  he  inserted  in 
contracts  for  the  General  Services 
Administration  multi])le  award 
.schedule  contract  ])rogram  where 
numerous  agencies  ])lace  orders  for 
siqjplies.  In  addition,  a  contracting 
officer  can  determine  not  to  include  the 
provision  in  a  solicitation  for  suppliiss 
under  certain  circumstances.  Further, 
the  FAR  reejuirements  to  conduct 
market  re.search  significantly  reduced 
the  ap])licahility  of  the  provision 
hecau.se  Government  cpiantities  are  more; 
in  line  with  industry  jjractices. 

However,  based  on  the  information 
submitted  by  the  resjmndent  an 
adjustment  is  made  to  the  e.stimated 
burden.  At  any  point,  members  of  the 
public  may  submit  comments  for  further 
consideration,  and  are  encouraged  to 
]5rovide  data  to  supjjort  their  reque.st  for 
an  adjustment. 

G.  Annual  Reporting  Burden 

Respondents:  3.000. 

Responses  Per  Resj)ondent:  25. 

Annnol  Res})onses:  75,000. 

Hours  per  Response:  1 . 

Total  Rurden  Honrs:  75,000. 

Obtaining  Copies  oj  Proposals: 
Requesters  may  obtain  a  copy  of  the 
information  t;ollec:tion  tloc;uments  from 
the  General  Services  Admini.stration, 
Regulatorv  Secretariat  (MV'GB),  1275 
First  Street  NE..  Washington,  DG  20417, 
telephone  (202)  501-4755.  Rlea.se  cite 
OMB  Gontrol  No.  0000-0082,  Economic 
Rurchase  Quantity — Siq)])lies,  in  all 
correspondence. 


Dal(!(l:  laniiarv  18.  201  :t. 

William  Clark, 

Acting  Director,  Federal  Acquisition  Policy 
Division.  Office  ofCiOverninentwide 
Acquisition  Policv,  Office  of  Acquisition 
Policy,  Office  of  Oovenunentwide  Policv. 
|1'K  Hoc.  2(n:j-()14r)l  I'ilod  1-24-K!;  H:4.S  ain| 
BILLING  CODE  6820-EP-P 


DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[Docket  2012-0076;  Sequence  43;  OMB 
Control  No.  9000-0073] 

Federal  Acquisition  Regulation; 
Submission  of  OMB  Review;  Advance 
Payments 

AGENCIES:  Department  of  Defense  (DOD), 
General  Services  Administration  (GSA), 
and  National  Aeronautics  and  Space 
Ailministration  (NASA). 

ACTION:  Notice  of  recpiest  for  public 
comments  regarding  an  extension  to  an 
existing  OMB  chunance. 

SUMMARY:  Under  the  provisions  of  the 
Ra])erwork  Reduction  Act,  the 
Regulatory  Secretariat  will  he 
submitting  to  the  Office  of  Management 
and  Budget  (OMB)  a  retjuest  to  review 
and  approve  an  extension  of  a 
previously  aj)proved  information 
collection  reciuinmient  concerning 
advance  payments.  A  notice  was 
puhli.shed  in  the  Federal  Register  at  77 
FR  43083,  on  July  23,  2012.  One 
comment  was  received. 

Ruhlic  comments  are  particularly 
invited  on:  Whether  this  collection  of 
information  is  neces.sary  for  the  ]4ro})er 
jjerformance  of  functions  of  the  Federal 
Ac(]ui.sition  Regulations  (FAR),  and 
whether  it  will  have  practical  utility: 
whether  our  estimate  of  the  ])uhlic 
burden  of  this  collection  of  information 
is  accurate,  aud  based  on  valid 
a.ssumptions  and  methodology;  ways  to 
enhance  the  (juality,  utility,  and  clarity 
of  the  information  to  he  collected;  and 
ways  in  which  we  can  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  through 
the  use  of  approjjriate  technological 
collection  technicjues  or  other  forms  of 
information  technology. 

DATES:  Submit  comments  on  or  before 
February  25,  2013. 

ADDRESSES:  Submit  comments 
identified  by  Information  Gollection 
‘)00()-()073  Advance  Rayimmts  by  any  of 
the  following  methods: 


•  Regnlations.gov:  http:// 
www.regnkdions.gov. 

Submit  comments  via  the  Federal 
eRulemaking  portal  by  .searching  the 
OMB  control  number.  Select  the  link 
"Submit  a  Gomment”  that  corresponds 
with  “Information  Gollection  9000- 
0073,  Advance  Rayments”.  Follow  the 
instructions  provided  at  the  “Submit  a 
Gomment”  screen.  Rlease  include  your 
name.  com])any  name  (if  any),  and 
“Information  Gollection  9000-0073. 
Advance  Rayments”  on  your  attached 
document. 

•  Fax: 202-501-4007. 

•  Mail:  General  Services 
Administration.  Regulatorv  Secretariat 
(MVGB),  1275  Fir.st  Street  NE.. 
Washington,  DG  20417.  ATTN:  Ilada 
Flowers/IG  9000-0073,  Advance 
Rayments. 

Instructions:  Rlease  submit  comments 
only  and  cite  Information  Gollection 
9000-0073,  Advance  Rayments,  in  all 
correspondence  related  to  this 
collection.  All  comments  received  will 
he  posted  without  change  to  http:// 
www.regnkdions.gov,  including  any 
l)ersonal  and/or  business  confidential 
information  provided. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
I’kiward  Ghamhers,  Rrocurement 
Analyst.  Office  of  Governmentwide 
Acquisition  Rolicy.  GSA  (202)  501-3221 
or  email  edward.chainhers@gsa.gov. 
SUPPLEMENTARY  INFORMATION: 

A.  Purpose 

Advance  payments  may  he  authorized 
under  Federal  contracts  and 
subcontracts.  Advance  payments  are  the 
least  j)referred  nuithod  of  contract 
financing  and  require  sjjecial 
determinations  by  the  agency  head  or 
designee.  Specific  financial  information 
about  the  contractor  is  recjuired  before 
determinations  hv  the  agenev  head  or 
designee.  Specific  financial  information 
about  the  contractor  is  recjiured  before 
such  pavmeiits  can  lx;  authorized  (.see 
FAR  32.4  and  52.232-12).  The 
information  is  used  to  determine  if 
advance  payments  should  he  provided 
to  the  contractor. 

H.  Analysis  of  Public  Gomments 

One  respondent  submitted  public 
comments  on  the  extension  of  the 
previously  approved  information 
collection.  The  analysis  of  the  i)ul)lic 
comments  is  summarized  as  follows: 

Comment:  The  respondent 
commented  that  the  extension  of  the 
information  collection  would  violate  the 
fundamental  puriJoses  of  the  Paperwork 
Reduction  Act  hecau.se  of  the  burden  it 
puts  on  the  entity  submitting  the 
information  and  the  agency  collecting 
the  information. 
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Response:  In  accordance  with  tlie 
Paperwork  Reduction  Act  (I’RA), 
agenci(!s  can  request  OMB  a])proval  of 
an  exi.sling  information  collection.  'I'lie 
PRA  requires  that  agencies  u.se  the 
Federal  Register  notice  and  comment 
process,  to  extcmd  OMB’s  approval,  at 
least  every  three  years.  This  extension, 
to  a  previously  approved  information 
collection,  pertains  to  documentation 
nec(!.ssary  to  su])port  recpiests  for 
advance  payments.  Sj)ecific  financial 
information  about  the  contractor  is 
reciuired  before  such  |)avments  can  he 
authoriz(!d  (.see  FAR  32.4  and  .52.232- 
12).  The  information  serves  as  the  basis 
for  advance  ])ayments.  Ah.sent  this 
information  the  suitability  of  the 
contractor  to  receive  advance  payments 
could  not  he  ascertained,  and  would 
prevent  the  (lovernment  from  making 
such  payments. 

Conwwnt:  Fhe  respondent 
commented  that  the  agency  did  not 
accurately  estimate  the  ])ui)lic  burden 
t:hallenging  that  the  agency’s 
methodology  for  calculating  it  is 
insufficient  aiul  inadetpiate  and  does 
not  reflect  the  total  burden.  For  this 
reason,  the  respondent  ])rovided  that  the 
agency  should  nxisse.ss  the  estimated 
total  burden  hours  and  revi.se  the 
estimate  upwards  to  he  more  accurate, 
as  was  done  in  FAR  ('.ase  20()7-()()(i.  The 
same  respondent  also  provided  that  the 
burden  of  compliance  with  the 
information  collection  recjuinmient 
gnxitly  exceeds  the  agenc:y’s  estimate 
and  outweighs  any  potential  utility  of 
the  extension. 

lUisponsa:  .Serious  consideration  is 
given,  during  the  open  comment  ])eriod, 
to  all  comments  received  and 
adjustments  are  made  to  the  pajierwork 
burden  estimate  based  on  reasonable 
considerations  provided  by  the  public. 
This  is  evidenced,  as  the  respondent 
notes,  in  FAR  Case  2()()7-{)()(i  where  an 
adjustment  was  made  from  the  total 
preparation  hours  from  three  to  (it).  This 
change  was  made  considering 
particularly  the  hours  that  would  he 
r(!(juired  for  review  within  the  company, 
prior  to  release  to  the  (iovernment. 

The  burden  is  prej)ared  taking  into 
consideration  the  necessary  criteria  in 
OMB  guidance  for  e.stimating  the 
j)aj)erwork  burden  put  on  tlu;  entitv 
submitting  the  information.  F’or 
(!xample,  consideration  is  given  to  an 
entity  reviewing  instructions;  using 
technology  to  collect.  ])roce.ss,  and 
disclose  information;  adjusting  exi.sting 
practices  to  comjjly  with  requirements; 
searching  data  sources;  completing  and 
njviewing  the  re.s|)onse;  and 
transmitting  or  disclosing  information. 
The  e.stimated  burden  hours  for  a 
collection  an;  based  on  an  average 


between  the  hours  that  a  simple 
disclosure  by  a  very  small  business 
might  retjuire  and  the  much  higher 
numl)(!r.s  that  might  he  re(]uired  fora 
very  com])lex  ilisclosure  by  a  major 
corj)oration.  Also,  tlui  e.stimated  burden 
hours  should  only  include  projei;ted 
hours  for  tho.se  actions  which  a 
company  would  not  undertake  in  the 
normal  cour.se  of  business,  (lareful 
consideration  went  into  assessing  the 
e.stimated  burden  hours  fortius 
collection,  and  it  is  determined  that  an 
u])ward  adjustment  is  not  nKpiired  at 
this  time.  However,  at  any  point, 
members  of  the  j)ul)lic  may  submit 
comments  for  further  consideration,  and 
are  enct)uraged  to  i)rovi{le  data  to 
siq)])ort  their  recjuest  for  an  adjustment. 

C.  Annual  Reporting  Burden 

liaspondonts:  500. 

Hf^s])ons(^s  pm  Rmpondf^nt:  1. 

Anmuil  HmfJonsHs:  500. 

Hours  pur  Hosjyonso:  1 . 

TotuI  Burden  Hours:  500. 

Obtaining  Oopies  of  Proposals: 
Recpiesters  may  obtain  a  co])y  of  the 
information  collection  documents  from 
the  (leneral  .Scn  vices  Administration, 
Regulatorv  .Secr(;tariat  (MVCIB).  1275 
F’irst  .Street  NF..  Washington,  DC  20417, 
tele])hone  (202)  501-4755.  Please  cite 
OMB  Control  No.  0000-0073,  Advance; 
Payments,  in  all  corres])ond(;nc(;. 

Dated:  )amiarv  17.  2013. 

William  (dark. 

Acting  Diivctor.  Federal  Aciiinsition  Poliev 
Division,  Office  of  (iovernnientwide 
Acquisition  Policy,  Office  of  Acquisition 
Policy,  Office  of  Ooverninentwide  Poliev. 

IKK  Doc.  I’iUsd  1-24-1.3;  K:4.'i  am| 
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DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[Docket  2012-0076;  Sequence  49;  OMB 
Control  No.  9000-0102] 

Information  Collection;  Prompt 
Payment 

agency:  D(;partment  of  Defense  (DOD), 
(mineral  .Services  Administration  (C.SA), 
and  National  Aeronautics  and  .Space 
Administration  (NA.SA). 

ACTION:  Notice  of  reepiest  for  public 
comments  regarding  an  extension  to  an 
exi.sting  OMB  clearance. 

SUMMARY:  Under  the  provisions  of  the 
Pajierwork  Reduction  Act,  the 
Regulatory  .Secretariat  will  he 


submitting  to  the  Office  of  Management 
and  Budget  (OMB)  a  nicjuest  to  review 
and  ajijirove  an  extension  to  a 
jireviously  ajijiroved  information 
collection  reejuiremeni  concerning 
jiromjit  jiayment. 

DATES:  .Submit  comments  on  or  hefori; 
March  2(i,  2013. 

ADDRESSES:  Submit  comments 
identified  by  Information  Oollection 
0000-0102,  Promjit  Payment,  by  any  of 
the  following  methods; 

•  BeguIations.gov:  http:// 

WWW. regulations. gov.  .Submit  comments 
via  the  Federal  eRulemaking  jiortal  by 
.searching  the  (1MB  control  number. 
.Select  the  link  “.Submit  a  Uomment" 
that  corresjionds  with  “Information 
Collection  9000-0102,  Promjit 
Payment”.  Follow  the  instructions 
jirovided  at  the  “.Submit  a  Comment” 
screen.  Please  include  your  name, 
comjiany  name  (if  any),  and 
“Information  Collection  9000-0102. 
Promjit  Payment”  on  your  attached 
document. 

•  /•’o.v;  202-501 -40()7. 

•  M(ul:  General  .Services 
Administration,  Regulatorv  .Secretariat 
(MVCB),  1275  First  Street  NF.. 
Washington,  DC  20417.  ATTN:  llada 
Flowers/lC  9000-0102,  Promjit 
Payment. 

Instructions:  Please  sulimit  comments 
only  and  cite  Information  Collection 
9000-01 02,  Promjit  Payment,  in  all 
corresjiondence  related  to  this 
collection.  All  comments  received  will 
he  jiosted  without  change  to  http:// 
www.reguIations.gov,  including  any 
jier.sonal  and/or  business  confidential 
information  jirovided. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Fdward  (Chambers,  Procurement 
Analv.st.  (Iffice  of  Acejuisition  Poliev, 
(kSA.'  (202)  501-3221  or  email 
Hdward.chainbers@gsa.gov. 

SUPPLEMENTARY  INFORMATION: 

A.  Purjiose 

Part  32  of  the  FAR  and  the  clause  at 
FAR  52.232-5,  Payments  Under  Fixed- 
Price  (Construction  Contracts,  reijuire 
that  contractors  under  fixed-price 
construction  contrac.ts  certify,  for  every 
jirogress  jiayment  reque.st,  that 
jiayments  to  suhc;ontractors/sujijilier.s 
liave  been  made  from  jirevious 
Jiayments  r(;ceived  under  the  contract 
and  timelv  jiayments  will  he  made  from 
the  jiroceeds  of  the  jiayment  covered  by 
the  certification,  and  that  this  jiayment 
request  does  not  include  any  amount 
which  the  contractor  intends  to 
withhold  from  a  sulicontractor/sujijilier. 
Part  32  of  the  FAR  and  the  clause  at 
52.232-27,  Promjit  Payment  for 
(^instruction  Contracts,  further  reejuire 
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that  contractors  on  construction 
contract.s — 

(a)  Notify  .siil)contractors/sn])])lii;rs  of 
any  amounts  to  lx:  witlihcld  and  furnisli 
a  copy  of  the  notification  to  the 
contracting  officer; 

(h)  l^iy  interest  to  subcontractors/ 
snpjiliers  if  ])aynient  is  not  made  hv  7 
days  after  receipt  of  payment  from  the 
(iovernment,  or  within  7  (lavs  after 
correction  of  previously  identified 
deficiencies: 

(c)  Pay  int(!rest  to  the  (Government  if 
amounts  are  withheld  from 
suhcontractors/sup])liers  after  the 
Cov(;rninent  has  paid  the  contractor  the 
amounts  snhsixpiently  withheld,  or  if 
the  Government  has  inadvertently  paid 
the  contractor  for  nonconforming 

jKn  formance;  and 

(d)  Include  a  payment  clause  in  each 
subcontract  which  ohligat(;s  the 
contractor  to  pay  tlie  subcontractor  for 
satisfactory  performance  under  its 
subcontract  not  later  than  7  days  after 
such  amounts  are  paid  to  the  contractor, 
include  an  interest  penalty  clause  which 
obligates  the  contractor  to  jjay  the 
subcontractor  an  interest  |)enalty  if 
])ayments  are  not  made  in  a  tiinelv 
maniujr,  and  include  a  clause  re(|uiring 
each  subcontractor  to  include  th(\se 
clauses  in  each  of  its  subcontractors  and 
to  nupiire  (uich  of  its  subcontractors  to 
include  similar  claus(;s  in  their 
subcontracts. 

'I’hese  re(|uireinents  are  iinpo.sed  by 
Public  haw  l()()-49{i,  the  Proinj)t 
Payment  Act  Amendments  of  1988. 

(Contracting  officers  will  he  notified  if 
the  contractor  withholds  amonnts  from 
suhcontractors/sn])})liers  after  the 
Government  has  already  ])aid  the 
contractor  the  amounts  withheld.  The 
contracting  officer  must  then  charge  the 
contractor  int(irest  on  the  amounts 
withheld  from  subcontractor.s/suppliers. 
Fed(;ral  agencies  could  not  comply  with 
the  recpiirements  of  the  law  if  this 
information  wen;  not  colhicted. 

B.  Annual  Reporting  and 
Recordkeeping  Burden 

Data  from  tin?  Fechnfd  Procurement 
Data  Sy.stem  (FPDS)  iHigarding  fix(;d 
price  con.strnction  contracts  for  Fiscal 
Y(;ar  (FY)  2011  rev(;aled  that  the  number 
of  affected  contracts  and.  therefore, 
res])ondents  has  been  reduced  from  the 
previously  apj)rove(l  information 
collection.  Time  nHpnred  to  assixnhle 
and  j)repare  notification  or  certification 
uigarding  withhold  is  (istimated  at  .11 
hours  ])er  notice.  This  estimate  is  based 
on  the  a.ssumption  that  some 
construction  contractors  will  he 
recjuired  to  notifv  the  (Gov(;rnment  of 
withholding  and  others  will  have  to 
provide  their  jxiyment  certification,  and 


that  2,879  contractors  und(;r  a  total  of 
4,450  contracts  will  have  to  notify  the 
(Government  11  times  p(!r  v(iar.  This 
e.stimate  assnimjs  automation  of 
contractor  nicords.  The  r(!Cordkeeping 
burden  is  based  on  the  revi.sed  number 
of  contracts  for  FYll  and  the  estimated 
hours  from  the  j)r(iviously  approved 
collijction. 

Annual  Repcjrting  Burden 

Respondfiiits:  2,879. 

/tfvs/jon.se.s  p(U'  Ht;spon(i(;nt:  18.27. 
Total  Hosponsas:  48,950. 

Hours  par  Hasponsa:  .11. 

Total  I3iirclan  Hours:  5,384. 

Annual  Recordkeeping  Burden 

Racordkaapars ;  4 ,4 5 0. 

Hours  par  Racordkaapar:  18. 

Total  Racordkaaping  Burdan  Hours: 
80,100. 

Obtaining  Copias  of  Proposals: 
Recpiesters  may  obtain  a  cojjy  of  the 
information  collection  documents  from 
the  General  Servic(;s  Administration, 
Regulatory  Secretariat  (MVGB),  1275 
First  Street  NE.,  Washington,  DG  20417, 
telephone  (202)  501-4755.  Please  cite 
OMB  Control  No.  9000-0102,  Prom])t 
Payment,  in  all  cornispondence. 

Datcul:  )ainiarv  18.  2013. 

William  (lark. 

Acting  Director.  Pcdcrol  Ac(inisilion  Policy 
Division.  Office  ofOoverninentivide 
Acquisition  Policy.  Office  of  Goyerninentwide 
Policy. 

|!'R  Doc.  2()i:MI1.S(iri  I'ilod  l-24-i:(;  ami 
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DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[Docket  2012-0076;  Sequence  39;  OMB 
Control  No.  9000-0053] 

Federal  Acquisition  Regulation; 
Submission  for  OMB  Review;  Permits, 
Authorities,  or  Franchises 

AGENCIES:  Department  of  Defense  (DOD), 
General  Services  Administration  ((GSA), 
and  National  Aeronautics  and  S])ace 
Administration  (NASA). 

ACTION:  Notice  of  reepuist  for  public 
comments  regarding  an  extension  of  a 
previously  (ixi.sting  OMB  clearance. 

SUMMARY:  llmhir  the  provisions  of  the 
Paperwork  Riuluction  Act,  the 
Regulatory  Secretariat  will  he 
submitting  to  the  Office  of  Management 
and  Budget  (OMB)  a  nKpuLst  to  review 
and  ap])rove  an  extimsion  of  a 


previously  a])])roved  information 
coll(!ction  nujuirement  concerning 
]jermits,  authorities,  or  franchises  for 
regnlated  transportation.  A  notice  was 
puhlisluid  in  the  Federal  Register  at  77 
1  R  55475,  on  Septennher  10,  2012.  One 
respondent  submitted  comments. 

Public  comments  are  particularlv 
invited  on:  Wluither  this  collection  of 
information  is  necessary  for  the  pro])er 
performance  of  functions  of  the  Federal 
Ac(]uisition  R(igulations  (FAR),  and 
wlndher  it  will  have  ])ractical  utility: 
whether  our  estimate  of  the  jnihlic 
burden  of  this  collection  of  information 
is  accurate,  and  ha.sed  on  valid 
assumptions  and  nnithodology;  ways  to 
enhance  the  (juality,  utility,  and  clarity 
of  the  information  to  he  colhKited;  and 
ways  in  which  we  can  minimize  the 
hurckm  of  the  colhiction  of  information 
on  tho.se  who  are  to  resijond,  through 
the  use  of  appropriate  technological 
collection  t(;chni(]ues  or  other  forms  of 
i  n for m a t  i  o n  t ech n o  1  ogy . 

DATES:  Submit  comments  on  or  before 
February  25, 2913. 

ADDRESSES:  Submit  comments 
identiluul  by  Information  Gollection 
9()()()-()()53,  P(!rmits,  Authoriti(;s.  or 
Franchi.ses.  by  any  of  the  following 
methods: 

•  Ragulations.gov:  http:// 

wwiv. ragitlations.gov.  Submit  comments 
via  the  Federal  (iRulemaking  portal  by 
.searching  the  OMB  control  number. 
Select  the  link  “Submit  a  (Gomment” 
that  corresponds  with  “Information 
(Gollection  9()0()-()()53.  Permits, 
Authorities,  or  Franchi.ses”.  Follow  the 
instructions  jjrovidcul  at  the  “Submit  a 
(Gomment”  screen.  Please  include  your 
name,  company  name  (if  any),  and 
"Information  Gollection  9000-0053, 
Permits.  Authorities,  or  Franchi.ses”  on 
vonr  attached  document. 

•  /-(Lv;  202-501-4087. 

•  Mail:  (Gcmeral  Services 
Administration.  Regulatorv  Secretariat 
(MVGB),  1275  First  Street  NE.. 
Washington,  DG  20417.  ATTN:  Uada 
Flowers/IG  9000-0053,  Permits. 
Authorities,  or  Franchis(!.s. 

Instructions:  Please  submit  comments 
only  and  cite  Information  Gcdhiction 
9000-0053,  Pcii'inits,  Authoritiexs,  or 
Franchis(!s,  in  all  correspondence 
related  to  this  collection.  All  comments 
received  will  he  posted  without  change 
to  http://\y\y\y. ragulations.gov.  including 
any  personal  and/or  business 
confidential  information  provided. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Michael  O.  Jackson,  Procurenumt 
Analv.st,  Office  of  (Governmentwide 
Acquisition  Policy,  GSA  (202)  208-4949 
or  email  iuichaalo.jackson@gsa.gov. 
SUPPLEMENTARY  INFORMATION: 
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I.  Purpose 

The  FAR  requires  insertion  of  danse 
52.247-2,  Permits.  Authorities,  or 
Franchises,  when  regnlatcut 
transportation  is  involved.  The  danse 
rciqnires  the  contractor  to  indicate 
whether  it  has  the  ])roj)er  authorization 
from  tlie  Fed(;ral  Highway 
Admini.stration  (or  otlier  cognizant 
regulatory  hodv)  to  move  material.  The 
contractor  may  he  requiretl  to  provide 
co])ies  of  the  authorization  before 
moving  material  under  the  contract.  The 
danse  also  requires  the  contractor,  at  its 
expense,  to  obtain  and  maintain  any 
permits,  franchises,  licenses,  and  other 
authorities  i.ssned  by  State  and  local 
governments.  The  Government  may 
nupiest  to  review  the  docaiments  to 
ensure  that  the  contractor  has  c:omplied 
with  all  regulatory  requirements. 

II.  Discussion  and  Analysis 

One  resjjondent  submitted  a  comment 
related  to  the  submission  of  medical 
errors.  The  comment  is  not  within  the 
scope  of  this  information  collection 
recpiirement. 

III.  Annual  Reporting  Burden 

The  estimated  annual  re])orting 
burden  has  decri'ased  from  what  was 
])nhlished  in  the  Federal  Register  at  74 
f’R  5()(>4().  on  November  2.  2005).  The 
decrease  is  ha.sed  on  a  revised  estimate 
of  the  nnmher  of  resjjondents.  respon.ses 
p(ir  year  and  response  time  per 
resijonse.  According  to  Fiscal  Year  2011 
Federal  Procurement  Data  System 
(FPD.S)  data.  3.877  contracts  were 
awarded  to  1021  unique  vendors  under 
the  North  American  Industry 
(dassification  .Sy.stem  (NAK^S)  code  484 
for  trucking,  where  the  recpnrements  for 
this  collection  would  apply.  It  is 
estimated  that  a  maximum  of  25%.  or 
255  of  these  vendors  would  he  required 
to  j)rovide  the  information  recpiired  hv 
the  clause.  The  information  need  only 
he  gathered  and  submitted  on  an 
exce|)tion  basis.  We  e.stimate  that  any 
respondent  will  he  recjuired  to  submit 
supporting  information  only  one  time 
annually.  In  addition,  we  think  that  it 
will  take  the  contractor  only  one  half 
hour  to  pull  exi.sting  franchises  or 
|)(!rmits  from  the  Fdes. 

lUfspondffnts:  255. 

lUisponses  pci  Respondent:  1. 

AnnnnI  Responses:  255. 

Honrs  per  Response:  0.5. 

’I'olol  Rurden  Honrs:  128. 

Obtnining  Copies  oj  Rroposcds: 
R(!(|uester.s  may  obtain  a  cc)py  of  the 
information  collection  documents  from 
the  (ieneral  .Services  Admini.stration. 
Regulatory  Scjcretariat  (MVGB),  1275 
First  .Street  NF..  Washington.  DG  20417, 


telephone  (202)  501—4755.  Please  cite 
OMB  Gontrol  No.  5)000-0053.  Permits, 
Authorities,  or  Franchi.ses,  iu  all 
correspondence. 

Dated:  )aiuiarv  17,  2013. 

William  (Mark, 

Actino  Diivclor.  Federal  AequisUion  Policy 
Division.  Office  of  Govennnentw  ide 
Acquisition  Policy.  Office  of  Acquisition 
Policy.  Office  of  Goyernmentwide  Policy. 
|I'K  Dec.  2(n3-()147.'>  Filed  l-24-i;t:  8:4.">  iim| 
BILLING  CODE  6820-EP-P 


DEPARTMENT  OF  DEFENSE 

GENERAL  SERVICES 
ADMINISTRATION 

NATIONAL  AERONAUTICS  AND 
SPACE  ADMINISTRATION 

[Docket  2012-0076;  Sequence  46;  OMB 
Control  No.  9000-0083] 

Federal  Acquisition  Regulation; 
Submission  for  OMB  Review; 
Oualification  Requirements 

AGENCIES;  Department  of  Defense  (DOD). 
General  .Services  Admini.stration  ((kSA). 
and  National  Aeronautics  and  .Space 
Admini.stration  (NA.SA). 

ACTION:  Notice  of  reinstatement  retjuest 
for  an  information  collection 
retiuirement  regarding  an  exi.sting  OMB 
clearance. 

SUMMARY:  Under  the  provisions  of  the 
Pajierwork  Reduction  Act.  the 
Regulatory  .Secretariat  will  he 
submitting  to  the  Office  of  Management 
anil  Budget  (OMB)  a  request  to  review 
and  approve  an  extension  of  a 
previously  apjiroved  information 
collection  reipiirement  concerning 
Qualification  Requirements.  A  notice 
was  published  in  the  Federal  Register  at 
77  FR  51784,  on  August  27,  2012.  One 
respondent  submitted  comments. 

DATES:  .Submit  comments  on  or  before 
February  25,  2013. 

ADDRESSES:  .Submit  comments 
identified  by  Information  (M)llection 
5)000-0083,  Qualification  Requirements, 
by  anv  of  the  following  methods: 

•  Regnlotions.gov:  http:// 
\y\y\y.reanl(ilions.aov.  .Submit  comments 
via  the  Federal  eRulemaking  portal  by 
searching  the  OMB  control  number. 
.Select  the  link  “.Submit  a  (Comment” 
that  corresponds  with  “Information 
Collection  5)000-0083,  Qualification 
Reiiuirements”.  Follow  the  instructions 
jirovided  at  the  “.Submit  a  (Comment” 
screen.  Please  include  your  name, 
conqiany  name  (if  any),  and 
“Information  Collection  5)000-0083, 
Qualification  Requirements”  on  your 
attached  document. 


•  /  a.v:  202-501-4007. 

•  Moil:  (jimeral  .Serx'ices 
Administration,  Regulatorv  .Secretariat 
(MVGB).  1275  First  .Street  NK.. 
Washington.  DC  20417.  ATTN:  Hada 
Flowers/IG  5)000-0083,  Qualification 
Requirements. 

Instructions:  Please  submit  comments 
only  and  cite  Information  Collection 
5)000-0083,  Qualification  Requirements, 
iu  all  correspondence  related  to  this 
collection.  All  comments  received  will 
he  j)osted  without  change  to  httj):// 
ww'w.regidolions.gov.  including  any 
personal  and/or  business  confidential 
information  provided. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Patricia  (]orrigan.  Procurement  Analyst, 
Office  of  Covernmentwide  Acquisition 
Policy.  C.SA.  (202)  208-15)03  or 
pot  riciu.corrigan@gso  .gov. 

SUPPLEMENTARY  INFORMATION; 

A.  Purpose 

FAR  suhjiart  5). 2  and  the  associated 
clause  at  FAR  52.205)-l.  implement  the 
statutorv  reijuirements  of  10  IJ..S.C.  2315) 
and  41  iJ..S.C.  3311,  which  allow  an 
agency  to  estahli.sh  a  iiualification 
requirement  for  te.sting  or  other  quality 
assurance  demonstration  that  mu.st  he 
completed  by  an  offeror  before  award  of 
a  contract.  Under  the  qualification 
requirements,  an  end  item,  or  a 
component  thereof,  may  he  re(|uired  to 
he  preiiualified.  The  clause  at  FAR 
52.205)-l.  Qualification  Reijuirements, 
requires  offerors  who  have  met  the 
qualification  requirements  to  identify 
the  offeror’s  name,  the  manufacturer’s 
name,  source's  name,  the  item  name, 
service  identification,  and  te.st  number 
(to  the  extent  known).  This  eliminates 
the  need  for  an  offeror  to  |)rovide  new 
information  when  the  offeror, 
manufacturer,  source,  jjroduct  or  service 
covered  by  qualification  requirement 
has  alreaily  met  the  stanilards  sjjecified 
by  an  agency  in  a  solicitation. 

The  contracting  officer  uses  the 
information  to  determine  eligibility  for 
award  when  the  clau.se  at  52. 205)-!  is 
included  in  the  solicitation. 
Alternatively,  items  not  yet  listed  may 
he  considered  for  award  ujioii  the 
submission  of  evidence  of  qualification 
with  the  offer. 

B.  Analysis  of  Public  (Comments 

One  resjjondent  submitted  ])ul)lic. 
comments  on  the  extension  of  the 
jireviously  a])|)roved  information 
collection.  The  analysis  of  the  jnihlic 
comments  is  summarized  as  follows: 

Comment:  The  re.s|)oudent 
commented  that  the  extension  of  the 
information  collection  would  violate  the 
fundamental  |)ur])o.ses  of  the  Pa])erwork 


Federal  Register/ Vol.  78,  No.  17 /Friday,  January  25,  2013 / Notices 


5453 


Reduction  Act  because  of  the  burden  it 
]3uts  on  the  entity  subinittiug  the 
information  and  the  agency  collecting 
the  information. 

lU^sponsa:  In  accordance  with  the 
Paperwork  Reduction  Act  (RRA), 
agencies  can  retjuest  an  OMR  ajjjjioval 
of  an  existing  information  collection. 

The  RRA  recpures  that  agencies  use  the 
Federal  Register  notice  and  comment 
process,  to  extend  the  OMB’s  ajjproval, 
at  least  (U'ery  three;  years.  This 
extension,  to  a  ))reviously  aj)j)roveel 
information  collection,  pertains  to  FAR 
suhpart  9.2  and  the  associated  clau.se  at 
FAR  52.209-1.  This  information 
collection,  which  implements  the 
statutory  requirements  of  10  U.S.G.  2319 
and  41  (j.vS.C.  3311,  which  allows  an 
agency  to  establish  a  qualification 
reepiirement  for  te.sting  or  other  quality 
assurance  demonstration  that  must  he 
completed  by  an  offeror  before  award  of 
a  contract.  Under  the  qualification 
r(;(]uirements,  an  end  item,  or  a 
component  thereof,  may  he  r(;ciuired  to 
h(;  prequalified.  The  clause  at  FAR 
52.209-1,  Qualification  Retjuirements. 
r(;(iuires  offerors  who  have  met  the 
cjnalification  requirements  to  identify 
the  offeror's  name,  the;  manufacturer’s 
name,  source’s  name,  the  item  name, 
service  identification,  and  te.st  number 
(to  the  extent  known).  This  eliminates 
the  need  for  an  offeror  to  provide  new 
information  when  the  offeror, 
manufacturer,  source,  product  or  service 
covered  by  (pialification  requirement 
has  already  met  the  .standards  specified 
by  an  agency  in  a  solicitation.  The 
contracting  officer  uses  the  information 
to  determine  eligibility  for  award  when 
the  clau.se  at  52.209-1  is  included  iu  the 
.solicitation. 

(kmimeni:  The  re.s]K)ndent 
commented  that  the  agency  did  not 
accurately  e.stimate  the  jjublic  burden 
challenging  that  the  agency’s 
methodology  for  calcnlating  it  is 
insidficient  and  inadetpiate  and  does 
not  reflect  the  total  burden.  The 
respondent  stated  that  "the  Agencies 
e.stimate  that  only  2,207  re.s])ondents 
will  be  subject  to  this  re(|uirement 
annually  *  *  *  we  respectfully  submit 
that  this  is  greatly  under.stated.”  d’he 
respondent  akso  took  issue  with  the 
“number  of  responses  annually  per 
respondent.  The  Agencies  have  reduced 
the  prior  e.stimate  by  95%  without  any 
exj)lanation.  The  current  e.stimate  of  five 
r(;.sponse.s  per  year  is  entirely 
unrealistic.’’  Further,  the  re.s])ondent 
found  the  e.stimate  of  15  minutes  per 
response  to  be  “unrealistic”  indicating 
that  ‘‘a  reasonable  estimate  would  be  iu 
the  range  of  at  least  two  to  three  hours 
per  respon.se”.  For  this  reason,  the 
respondent  provided  that  the  agency 


should  reas.sess  the  e.stimated  total 
burden  hours  and  revi.se  the  e.stimate 
iq)ward.s  to  be  more  acc.urate.  The  same 
r(;s])ondent  j)rovided  that  the  burden  of 
com])liance  with  the  information 
collection  requirement  greatly  exceeds 
the  agency’s  e.stimate  and  outweighs  any 
j)otentiai  utility  of  the  extension. 

lU^sponsa:  Serious  consideration  is 
given,  during  the  op(;n  comment  period, 
to  all  comments  received  and 
adjustments  are  made  to  the  paperwork 
burden  e.stimate  ba.sed  on  reasonable 
considerations  provided  bv  the  public. 
This  is  evidenced,  as  the  respondent 
notes,  in  FAR  Ciase  2()()7-0()(i  where  an 
adjustment  was  made  from  the  total 
preparation  hours  from  three  to  BO.  This 
change  was  made  considering 
particularly  the  hours  that  would  be 
required  for  review  within  the  company, 
prior  to  release  to  the  Government. 

The  burden  is  prepared  taking  into 
consideration  the  neces.sarv  criteria  in 
OMB  giudance  for  estimating  the 
paperwork  burden  put  on  the  entity 
submitting  the  information.  For 
example,  consideration  is  given  to  an 
entity  reviewing  in.structions;  using 
technology  to  collect,  process,  and 
di.sclose  information;  adjusting  existing 
])ractice.s  to  comply  with  reejuirements; 
searching  data  sources;  completing  and 
reviewing  the  response;  and 
transmitting  or  di.sclosing  information. 
The  estimated  burden  hours  for  a 
collection  an;  based  on  an  average 
between  the  hours  that  a  siiujile 
disclosure  by  a  very  small  business 
might  require  and  the  much  higher 
numbers  that  might  be  required  for  a 
very  comjjlex  disclosure  by  a  major 
corj)oration.  Also,  the  e.stimated  burden 
hours  should  only  include  projected 
hours  for  those  actions  whic:h  a 
company  woidd  not  undertake  in  the 
normal  course  of  husiness. 

Following  careful  consideration  of 
both  the  e.stimated  number  of 
resiJondents  and  the  time  needed  to 
respond  to  the  information  n;qinn;d  by 
the  clause  at  FAR  52.209-1,  it  is 
determined  that  an  upward  adjustment 
is  re(]uired. 

In  res])onse  to  the  respondent’s 
concern  that  “the  Agencies’  e.stimate 
that  only  2,207  respondents  will  be 
subject  to  this  requirement  auuually” 
was  “greatly  understated”,  it  should  be; 
noted  that  the  clause  at  FAR  52.209-1, 
Qualification  Retjuirements,  is  u.sed  in 
relatively  limited  circumstances.  The 
clause  is  prescribed  for  solicitations  and 
contracts  only  when  the  acepnsition  is 
.subjec:t  to  a  (pialification  recpiiremeut, 
which  should  b(;  rare  because  of  the 
statutory  ri;quirem(;ut  favoring  the 
accpiisition  of  coimm;rcial  items. 
Further,  offerers  are  only  r(;(piired  to 


provide  information  in  paragrajih  (c)  of 
the  clau.se  iu  ca.s(;.s  where  the  offeror, 
manufacturer,  source,  product  or  .s(;rvice 
cov(;red  by  a  (pialification  r(;quir(;m(;nt 
has  alr(;a(ly  met  the  standards  sp(;cifi(;d 
in  the  .solicitation.  Given  th(;s(;  limiting 
circum.stanc(;.s  and  absent  r(;c(;ipt  of 
additional  data  to  su|)p()rt  the 
respondent’s  comm(;nts,  the  (;stimate(l 
numb(;r  of  respondents  is  revised  from 
the  jjrevious  2,207  to  5  p(;rc(;nt  or  9,093 
of  the  193,859  uni(pu;  vendors  awarded 
contracts  during  Fiscal  Y(;ar  2011.  It  is 
(;.slimat(;(l  that  5  percent  of  the  193,859 
vendors  would  have  received  awards  for 
.solicitations  in  which  the  clause  at  FAR 
52.209-1  was  u.s(;d  and  contained  one  or 
more  qualification  rerpiirements. 

The  r(;.sp()ndent  also  commented  on 
the  e.stimated  number  of  re.sj)on.ses 
annually,  stating  that  “the  Agencies 
have  reduced  the  prior  e.stimate  by  95% 
without  any  explanation.  The  current 
e.stimate  of  five  responses  ])er  year  is 
(;ntir(;ly  unr(;alistic.”  The  e.stimat(;d 
numb(;r  of  r(;.sp()n.s(;s  annually  contained 
in  the  currently  approved  information 
coll(;ction  is  changed  from  100,  which 
was  based  on  an  estimat(;d  numb(;r  of 
(pialification  nupiireimints  contained  in 
(;ach  solicitation,  to  an  estimatiid 
average  of  5  nisponses  p(;r  riispomUait. 
The  e.stimated  number  of  respou.ses 
nifers  to  the  average  number  of  offers 
received  auuually  per  nispondent  for 
the  type  of  information  associatial  with 
this  collection,  despite  the  number  of 
qualification  niquirements  contained  iu 
a  .solicitation. 

La.stly,  ba.sed  on  the  previous 
explanation  of  the  limited 
circumstances  of  which  this  collection 
applies  and  the  nispondent’s  conmuints, 
the  e.stimated  nisjjonses  time  is  revised 
from  15  minutes  to  one  hour.  The 
estimate  is  an  average  time  for  an  offeror 
to  complete  six  brief  respou.ses  of  what 
.should  be  readily  availalile  qualification 
documentation  r(;gar(liug  one  to  four 
qualified  products  per  .solicitation. 

G.  Annual  Reporting  Burden 

Tluire  is  no  (Joviirnmentwide  data 
coll(;ction  process  or  system,  e.g., 
F(;(l(;ral  Frocurement  Data  System 
(FFDS)  which  nisjjondents  has  Imen 
raised  from  2.207  to  9,093  r(;flecting  an 
(istimate  of  5  percent  of  the  193,859  new 
contracts  awarded  in  Fi.scal  Y(;ar  2011. 
La.stly.  the  (;.stimat(;d  flours  per 
Resjiou.se  is  raised  from  15  miuut(;s  to 
one  hour  to  accommodate  an 
information  collection  on  multiple 
(pialified  products  in  each  solicitation. 

liHspon  (U^n  Is :  t) , 0 93 . 

Hcspoiises  par  Haspondant:  5. 

Annual  Basponsas:  48,405. 

Honrs  par  Basponsa:  1.0. 

Total  Bardan  Hoars:  48,405. 
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Obtaining  (Copies  of  Proposals: 
R(Hjii(;slnr.s  may  obtain  a  c()|)y  of  the 
information  collection  docnments  from 
the  (ieneral  Service.s  Admini.st ration. 
Regnlatorv  Secretariat  (MV(3J).  127.5 
First  Stnuit  NK..  Washington.  DC  20417, 
telephone  (202)  501-4755.  I’lea.se  cite 
OMB  Control  No.  0000-0083. 
Qualification  Recjiiirements.  in  all 
corresj)ond(;nces. 

laiuiary  IK.  2013. 

William  Clark. 

Artiiifi  Director.  Fi'dfral  Acijuisilion  Policy 
Division.  (Ifficc  of  (iovcrnnwniwidc 
Acquisition  Policy.  Off  ice  of  Acejnisilion 
Policy.  Office  of  (ioverninenl\\  id(‘  Policy. 

Il-K  n(K;.  2111 3-0 l.i.57  Hhni  1-24-13;  H:4,3  iim| 
BILLING  CODE  6820-EP-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Office  of  the  Secretary 

Findings  of  Research  Misconduct 

AGENCY:  Office  of  the  Secretary.  HHS. 
action:  Notice. 

SUMMARY:  Notice  is  hereby  given  that 
the  Office  of  Research  Integrity  (ORl) 
has  taken  final  action  in  the  following 
case: 

liao  M.  Adihhalla.  Ph.D..  I’aivorsiiv  of 
Wisconsin:  Based  on  the  reiiorl  of  an 
investigation  conducted  by  the 
University  of  Wisconsin  (UW)  and 
additional  analysis  conducted  by  ORl  in 
its  oversight  review.  ORl  found  that  Dr. 
Rao  M.  Adihhatla.  Assistant  Frofes.sor. 
Diipartment  of  Neurological  Surgery. 
UW.  engaged  in  re.search  misconduct  by 
falsifying  results  in  two  publications 
supported  by  National  Institute  of 
Neurological  Diseases  and  Stroke 
(NIND.S).  National  Institutes  of  Health 
(NIH),  grant  ROl  N.S()420()8  and  in  three 
unfunded  apjilications  that  Dr. 

Adihhatla  sulimitted  to  NINDS.  NIH.  as 
R{)1  NS()42()()8-()5.  -()5A1.  and  -()5A2. 
The  (juestioned  pajiers  are: 

1.  Adihliatla.  R.M..  Hatchei.  ).l'..  Larsen  L.(;. 
et  (d.  “('IDP-clioliiie  Sigiiilicanllv  Restores 
l’lioshali(lylc;liolin(!  l,evels  liy  DilTiMcntially 
Allecting  I’liospliolipase  A2  and 
(ri'l’:l’lins])lio(;jioline  (ivtidvivllranslerase 
alter  .Slroki!.”  /.  Iliol.  Oliein.  2Kl:(i71K- 
1)72.5.  2()()()  {lu!rc;afl(!r  relerriid  to  as  tlie 
“//lU  paper"),  as  tlie  sl’LAi-II.-X.  (X7I'(/..  and 
l’I.n2  data  in  l-’igures  18.  2.\.  and  3A. 
res|)(!(:tively 

2.  .Adihliatla.  R.M..lt  Hatcher.  ).l'’.  ".Secretorv 
|)hos|)hoiij»as(!  A2  IL\  is  Uji-regnlated  hy 
TNI-’-cx  and  IL-l(/./(}  altei  Transient  I'ocal 
(ienihral  Ischiiinia  in  Rat."  Brain  Besearch 
1 134:l!l9-2()5.  21)1)7  (hereafter  referred  to 
as  the  “Brain  Besearch  paper"),  as  tlie 
sl’LA^-IIA  data  in  I'ignnis  2A  and  2C. 


ORl  found  that  Respondent 
committed  research  misconduct  by 
falsifving  We.stern  blot  images  as  well  as 
(|uantitative  and  statistical  data  obtained 
from  purported  scans  of  the  films.  The 
research  studied  the  effect  of  cerebral 
ischemia  on  phospholi])id  homeo.stiisis 
in  an  experimental  animal  model  (SHR 
rat)  of  stroke  during  the  cour.se  of 
reperfusion  of  the  i.schemic  coi  tex.  The 
falsified  Western  blot  images  and 
derivative  (jiiantitative  data  de.scribe 
changes  in  levels  of  sFLAi-llAA.  (XlTix, 
and  of  B1.D2  during  reperfusion  in  the 
ischemic  cortex. 

Specificallv.  the  Respondent: 

•  Falsified  the  Western  blot  data 
demon.strating  sPLA)  ex|)ression  in  a 
time  course  after  ischemia  in  Figure  IB 
of  the  //JC  jiajier  and  Figure  2A  and  2C^ 
of  the  Brain  Research  paper  by 
rearranging  the  bands  such  that  the 
labels  (lo  not  accurately  portray  what  is 
in  the  lanes.  He  j)er])etuated  the 
lalsilication  by  presenting  the 
(|nantification  of  the  single  falsified 
Western  hlot  in  a  har  graph  as  the 
average  of  five  (5)  replicate  Western 
hlots.  The  result  in  the  paper  cannot  he 
substantiated  by  the  actual  ex])eriments. 

•  Falsified  the  Western  blot  data 
demonstrating  (lUTix  ex|)ression  in  a 
time  coui'.se  a.ssay  after  i.schemia  in 
Figure  2A  of  the  /BCpa|)er  hy 
reairangiiig  the  bands  such  that  the 
labels  (lo  not  accinately  poitiay  what  is 
in  the  lanes.  He  perpetuated  the 
falsification  bv  ])resenting  the 
(luantification  of  the  single  falsified 
Western  hlot  in  a  bar  graph  as  the 
average  of  four  (4)  replicate  We.stern 
blots  and  the  six  (8)  hour  time  point  was 
further  falsified  to  make  the  results  look 
better.  The  result  in  the  jiaper  cannot  be 
substantiated  by  the  actual  ex|)erimenl.s. 

•  Falsified  the  c|uantification  of  a 
We.stern  blot  demon.strating  PLD2 
expression  in  a  time  course  after 
ischemia  in  Figure  3A  of  the  //iU  paper 
hy  claiming  a  bar  graph  (juantifving  a 
single  W'e.stern  blot  is  the  average  of  four 
We.stern  blots. 

•  .Submitted  the  same  falsified 
We.stern  blot  images  and  bar  grajih  data 
in  three  unfunded  grant  applications: 
NS()42()()8-()5.  N.Sn420()8-()5x\l,  and 
N.S()42()()8-()5A2.  Specifically: 

<  the  falsified  sPLAi-llA  data  were 
snhmitted  as  Figures  3,  8.  and  12  in  the 
respective  NS()420()8-05,  -()5Al.  and 
-()5x\2  ajiplicalions 

<  the  falsified  (X/Dx  data  appealed  as 
Figures  10,  15,  and  Hi  in  the  respective 
-05,— 05A1,  and  -05A2  a])])lications 

<  The  falsified  PLD2  bar  graph  data 
and  a.ssociated  statistical  claims 
appeared  as  Figures  8  and  13  in  the -05 
and  -05A1  ap])lications  respectively. 


Dr.  Adihhatla  has  entered  into  a 
Voluntary  Exclusion  Agreement  and  has 
voluntarily  agreed: 

(1)  To  exclude  him.self  voluntarily  for 
a  jieriod  of  two  (2)  years  from  the 
effective  date  of  the  Agreement  from  anv 
contracting  or  siihcontracting  with  anv 
agency  of  the  United  States  (iovernment 
and  from  eligihility  or  involvement  in 
nonprociirement  programs  of  the  United 
States  pursuant  to  HI  IS’  Imjilementation 
(2  (d'’R  part  370  et  set].]  of  OMB 
Uiiidelines  to  Agencies  on 
Ciovernmentwide  Debarment  and 
Suspension.  2  CFR  Part  180  (collectively 
the  "Debarment  Regulations’’); 

(2)  To  exclude  himself  voluntarily 
from  serving  in  any  advi.sory  cajiacity  to 
PHS  including,  but  not  limited  to. 
.service  on  anv  PHS  advisory  committee, 
board,  and/or  peer  review  committee,  or 
as  a  consultant  for  a  jieriod  of  three  (3) 
years  beginning  on  December  18,  2012; 
and 

(3)  To  reijuest  retraction  of  the 
following  jiajiers: 

•  /.  Biol.  Chew.  281:0718-0725,  2000 

•  Brain  Besearch  1134:190-21)5. 

2007. 

FOR  FURTHER  INFORMATION  CONTACT: 

Director,  Office  of  Re.search  Integritv, 
1101  Wootton  Parkwav,  Suite  750, 
Rockville,  MD  20852,  (240)  453-8200. 

David  K.  Wright, 

Director.  Office  of  Besearch  lnte<’rity. 

IKK  Ddc.  2(li:i-()14.S4  Filled  1-24-13:  K:4.'')  iini] 
BILLING  CODE  41 50-31 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Solicitation  of  Nominations  for 
Organizations  To  Serve  as  Non-Voting 
Liaison  Representatives  to  the  Chronic 
Fatigue  Syndrome  Advisory 
Committee  (CFSAC) 

AGENCY:  Office  of  the  Assistant 
Secretary  for  Health.  Office  of  the 
Secretary,  Dejiartment  of  Health  and 
Human  Sei  vices. 
action:  Notice. 


Authority:  42  IJ.S.C;.  217a.  section  222  of 
llie  I’lililic  itealili  .Service  (PII.S)  Act,  as 
amended.  Hie  committee!  is  goviii  iKid  liy  the 
jirovisions  ol  tlu!  I”'ed(!ral  Advisory 
(iommittcH!  Act.  as  anuiiultid  (5  II.S.C',.  Ap])  2). 
which  s(!ts  forth  standards  for  tiu!  formation 
and  use  of  advisory  committees. 

SUMMARY:  I’he  Office  of  the  Assi.stiint 
Secretary  for  Health  (OASH),  within  the 
Department  of  Health  and  Human 
Service.s  (HHS).  is  soliciting 
nominations  from  (jiialifieil 
organizations  to  he  considered  for  non- 
voting  liaison  rejiresentative  positions 
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on  the  Clhronic  Fatigia;  Syndrome 
Advisory  (>)niniittee  (CFSACJ.  CFSAC 
provides  advice  and  recommendations 
tc)  the  Secretary  of  HHS,  through  the 
Assistant  Secretary  for  Health  (ASH),  on 
a  hroad  range  of  issues  and  topics 
relat(!d  to  myalgic  encejjhalomyeliti.s/ 
chronic  fatigue  syndrome  (ME/(3‘’S). 

The  issues  can  include  factors  affecting 
acce.ss  and  care  for  persons  with  ME/ 
CFS;  the  science  and  definition  of  ME/ 
C.FS;  and  public  health,  clinical, 
re.search,  and  (idncational  i.ssues  related 
to  ME/CFS.  These  three  non-voting 
liaison  representative  ])ositions  will  he 
occupied  hy  individuals  who  are 
.selected  by  their  organizations  to  .serve 
as  rejire-sentatives  of  organizations 
concerned  with  ME/CFS.  Organizations 
will  he  designated  to  occupy  the 
])ositions  for  a  two-year  term  to 
commence  during  the  2013  calendar 
year.  Nominations  of  (jualified 
organizations  are  being  sought  for  these 
three  non-voting  liaison  re])resentative 
positions.  The  organizations  choscm  for 
re])resentation  on  CFSAC]  will  he 
.selected  hy  the  D(;signated  Federal 
Officer  (DFO)  or  designee  during  the 
2013  calendar  year.  Didails  of 
nomination  nKpurements  are  provided 
below. 

DATES:  Nominations  must  he  received 
no  later  than  5  p.m.  EDI’  on  February 
22,  2013.  at  the  addre.ss  listed  below. 
ADDRESSES:  All  nominations  should  he 
mailed  or  delivennl  to  Nancy  ('..  Lee. 
M.D.,  Designated  Federal  Officer, 
Chronic  Fatigue  Syndrome  Advisory 
Committee.  Office  on  Women’s  Health. 
De|)artment  of  Health  and  Human 
Services,  200  Independence  Ave.  S\V., 
Room  71 2E,  Washington.  DC]  20201. 
Nomination  materials,  including 
attachments,  may  he  submitted 
electronically  to  cfs(ic@hhs.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Nancy  C.  Lee,  M.D.,  Designated  Federal 
Officer,  Chronic  f’etigue  Syndrome 
Advisory  Committee,  Office  on 
Women's  Health,  Dej)artment  of  Health 
and  Human  Services.  200  Indej)endence 
Ave.  SW.,  Room  712E,  Washington.  DC 
20201.  Imjuiries  can  he  sent  to 
cfs(tc@hhs.gov. 

SUPPLEMENTARY  INFORMATION:  (]FSAC] 
was  established  on  Sej)temher  5,  2002. 
The  purpo.se  of  the  C.FSAC  is  to  jirovide 
advice  and  recommendations  to  the 
Secretary  of  HHS.  through  the  ASH,  on 
issues  related  to  ME/CFS.  CFSAC 
advi.ses  and  makes  recommendations  on 
a  hroad  range  of  topics  including:  (1) 

The  current  state  of  knowhulge  and 
research;  the  relevant  ga})s  in  knowledge 
and  research  about  the  ej)idemiology, 
etiologies,  hiomarkers  and  ri.sk  factors 


relating  to  ME/CF.S;  and  j)otential 
opportunities  in  these  areas:  (2)  impact 
and  im])lication.s  of  current  and 
l)ropo.sed  diagnostic  and  treatment 
methods  for  ME/(]FS;  (3)  developnuint 
and  imi)lementation  of  programs  to 
inform  the  |)ul)lic,  health  care 
professionals,  and  the  biomedical 
re.search  communities  about  ME/C]FS 
advanc(!.s:  and  (4)  strategies  to  im|)rove 
the  {piality  of  life  of  ME/C.FS  patients. 
Management  and  su])port  sin  vices  for 
(iommittee  acfiviti(!.s  are  provided  hy 
staff  from  the  HHS  Office  on  Women’s 
Health,  within  the  OASH.  The  CILSAC 
charter  is  available  at  http://\v\v\v.hhs. 
gov/advcomcfs/clutvler/index.hliul. 

CFSAC]  meetings  are  held  not  less 
than  two  times  per  year.  The  CFSAC] 
memhershij)  consists  of  1 1  voting 
members,  including  the  C]hair.  The 
voting  members  are  composed  of  seven 
biomedical  re.search  .scientists,  and  four 
individuals  with  exjiertise  in  health 
insurance,  health  care  delivery,  private 
health  care  .services,  or  representatives 
of  voluntary  organizations  concerned 
with  the  problems  of  individuals  with 
ME/CIFS.  C]FSAC  also  includes  .seven 
non-voting  e.v  officio  memher 
representatives  from  the  Agency  for 
Healthcari!  Re.search  and  Quality, 
C](;nters  for  Disease  C]ontrol  and 
Frevention,  C.enters  for  Medicare  and 
Medicaid  Services,  Food  and  Drug 
Administration,  Health  Resources  and 
Services  Administration,  National 
Institutes  of  Health,  and  Social  Security 
Administration. 

Tlu!  C]FSAC]  structun!  has  hetm 
ex])anded  to  include  three  nou-voting 
liaison  represcmtative  jjositions. 
Authorization  was  given  for  the 
Committee  structure  to  include  the  three 
non-voting  liaison  re])re.sentative 
positions  when  the  charter  was  renewed 
on  September  .5,  2012.  These  positions 
will  he  occu])ied  hy  individuals  who  are 
selected  by  their  organizations  to  serve 
as  the  official  re})r(!.sentative  for 
organizations  that  are  concerned  with 
ME/CFS.  Organizations  will  occuiyv 
these  re])resentative  jjositions  for  a  two- 
y(!ar  term. 

Nominations 

The  OASH  is  requesting  nominations 
of  organizations  to  fill  three  non-voting 
liaison  re|)resentative  positions  for  the 
CE’SAC],  The  represented  organizations 
will  he  .selected  hy  the  DFO  or  designee 
during  the  2013  calendar  year. 

Selection  of  organizations  that  will 
serve  as  non-voting  liaison 
rejjre.sentatives  will  hi;  based  on  the 
organization’s  ipialifications  to 
contribute  to  the  accom])lishment  of  the 
(]FSA(]  mission,  as  de.scrihed  in  the 
Committee  charter.  In  selecting 


organizations  to  he  considered  for  these 
positions,  the  OASH  will  give  clo.se 
attention  to  e(|uitahle  geographic 
distribution  and  give  priority  to  IJ.S.- 
chartered  ,501  (c)(3)  organizations  that 
operate  within  the  United  States  and 
have  membership  with  demonstrated 
expertise  in  ME/CFS  and  related 
re.search,  clinical  services,  or  advocacv 
and  outreach  on  i.s.sui;.s  concerning  ME/ 
(]FS. 

The  individual  designated  to  serve  as 
the  official  iion-voting  liaison 
rej)resentative  will  perform  the 
associated  duties  without 
compensation,  and  will  not  receive  per 
diem  or  reiinhursement  for  travel 
expenses.  The  organizations  that  are 
.selected  to  he  represented  will  cover 
exjjen.ses  for  the  designated 
representative  to  attend,  at  a  minimum, 
one  in-person  CFSA(]  meeting  per  year 
during  the  designated  term  of 
appointment. 

To  qualify  for  consideration  of 
.selection  to  the  Committee,  an 
organization  should  submit  the 
following  items: 

(1)  A  statement  of  the  organization’s 
history,  mission,  and  focus,  including 
iid'ormation  that  demon.strates  the 
organization’s  experience  and  experti.se 
in  ME/(]FS  and  related  research,  clinical 
.services,  or  advocacy  and  outreach  on 
i.ssnes  of  ME/(]FS,  as  well  as  expert 
knowledge  of  the  hroad  is.sues  and 
topics  pertinent  to  ME/(]FS.  This 
information  should  demonstrate  the 
organization’s  proven  ability  to  work 
and  communicate  with  the  ME/CFS 
])atient  and  advocacv  communitv,  and 
other  puhlic/private  organizations 
concerned  with  ME/CFS.  including 
public  health  agencies  at  the  federal, 
.state,  and  local  levels. 

(2)  Une  to  three  letters  of 
recommendation  that  clearly  state  why 
the  organization  is  qualified  to  serve  on 
CFSAC  in  a  representative  ])osition. 
These  letters  should  he  from  individuals 
who  are  not  j)art  of  the  organization’s 
leadership. 

(3)  A  .statement  that  the  organization 
is  willing  to  serve  as  a  non-voting 
liaison  representative  of  the  Committee 
and  will  cover  expenses  for  an 
individual  rej)resentative  to  attend  in- 
person,  at  a  minimum,  one  CF’SAC] 
me(;ting  per  year  in  Washington,  D(] 
during  the  designated  term  of 
a])pointment. 

(4)  A  current  financial  di.sclosure 
.statement  (or  annual  report) 
demonstrating  the  organization’s  ability 
to  cover  exj)en.se.s  for  an  individual  to 
attend,  at  a  minimum,  one  CFSAC] 
meeting  per  year  in  Washington,  DC], 
during  the  term  of  apj)ointment. 
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.Submitted  nominations  must  include 
these  critical  elements  in  order  for  the 
organization  to  he  considered  for  one  of 
the  non-voting  liai.son  representative 
positions. 

Nomination  materials  should  he 
tvpewritten.  12-point  tvpe  and  douhle- 
s])ac(ul.  All  nomination  materials 
.should  he  submitted  (postmarked  or 
received)  by  Fehruarv  22,  2013. 

laldci ionic  suhinissions:  Nominat  ion 
materials,  including  attachments,  may 
1m!  submitted  electronically  to 
cfsac@hhs.gov. 

Telephone  and  facsimile  submissions 
cannot  he  acc:ej)t(!d. 

iicgiilor,  Hxprcss,  or  Overnight  Mail: 
Written  documents  may  he  submitted  to 
the  following  addre.ssee  only;  Nancy  C. 
Lee.  Designated  Federal  Officer.  Cf\SAC. 
Office  on  Women's  Health.  D(!partment 
of  Health  and  Human  .Services.  200 
Independence  Ave.  .SW.,  Room  712E, 
Washington.  DO  20201. 

HH.S  makes  everv  effort  to  ensure  that 
the  memher.ship  of  Federal  advisory 
committees  is  fairlv  balanced  in  terms  of 
j)oints  of  view  represemted.  Everv  effort 
is  made  to  ensure  that  a  broad 
rej)resentation  of  geograj)hic  areas,  sex, 
ethnic  and  minority  groups,  and  people 
with  disahiliti(;s  are  given  consideration 
for  memhershij)  on  Federal  advisory 
committees.  .Selection  of  the  represented 
organizations  shall  Ik;  made  without 
discrimination  against  the  composition 
of  an  organization’s  memhershij)  on  the 
basis  of  age,  .sex.  race,  ethnicitv.  sexual 
orientation,  disahility,  and  cultural, 
religious,  or  .socioeconomic  status. 

IJiil(!(l:  lamiarv  IK.  2013. 

Nancy  Lei;, 

Designated  Federal  Officer.  Chranic  Fatigue 
Syndrome  Advisoiv  Committee. 

Il'K  1)(k;.  2()i;)-()14,i(i  Filed  1-24-13;  K;4.t  ami 
BILLING  CODE  4150-42-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Disease  Control  and 
Prevention 

[30Day-1 3-0841] 

Agency  Forms  Undergoing  Paperwork 
Reduction  Act  Review 

The  (Centers  for  Disease  ('.ontrol  and 
Prevention  (CDt;)  jiuhlishes  a  list  of 
information  collection  reijue.sts  under 
review  hy  the  Office  of  Management  and 
Budget  (OMB)  in  comjiliance  with  the 
Bajierwork  Reduction  Act  (44  IJ.S.C. 
(’.hajiter  35).  To  nujuest  a  cojiv  of  the.se 
reejnests,  call  the  (]D0  Rejiorts  (’.learance 
Officer  at  (404)  039-7370  or  .send  an 
email  to  omb@cdc.gov.  Send  written 
comments  to  Desk  Officer,  Office  of 


Management  and  Budget,  Wa.shington, 

D('  or  by  fax  to  (202)  395-5800.  Written 
comments  should  he  received  within  30 
days  of  this  notice. 

Proposed  Project 

Management  Information  .Sy.stem  for 
(^oinjirehensive  (^anc:er  (Control 
Program.s — Revision  (OMB  No.  0920- 
0841,  exj).  1/31/2013) — National  (Center 
for  Chronic  Disease  l^revention  and 
Health  Promotion  (NCCDPHP),  Centers 
for  Di.sease  (kintrol  and  Prevention 
(CDt:). 

Background  and  Brief  Description 

Through  the  National  Comjirehensive 
(dancer  Control  Program  (NfXX'.P),  (]D(] 
currently  j)rovides  coojierative 
agreement  funding  and  technical 
assistance  to  05  entities:  all  50  states, 
the  District  of  Columbia,  .seven  tribes/ 
tribal  organizations,  and  .seven 
territories/U..S.  Pacific  Island 
jurisdictions.  .Since  January  2010, 

NCCCP  awardees  have  suhmitted 
jirogress  and  activity  information  to 
(-DC  twice  jier  year  using  an  electronic 
information  system  (“Management 
Information  .System  for  (Ximjnehensive 
(-ancer  (X)ntrol  Programs,”  ()MB  No. 
0920-0841.  exp.  1/31/2013).  The 
])rogram  director  for  each  awardee  is 
resjionsible  for  overseeing  activities  and 
submitting  the  reejuired  rej)orts  to  (;DC. 

New  coo|)erative  agreements  were 
awarded  to  all  NCXXIP  ])rograms  in  2012 
("C-ancer  Prevention  and  C-ontrol 
Program  for  .State,  Territorial  and  Tribal 
Organizations,”  Funding  0])j)ortunity 
Announcement  (FOA)  DPI  2-1 205).  The 
new  coo|)(!rative  agreements  |)lace 
increased  emjihasis  on  jiolicy  and 
environmental  a])j)roaches  to  cancer 
jirevention  and  control. 

CDf]  seeks  OMB  ajijn'oval  to  continue 
using  Ml.S-based  re|)orting  for  the 
N(-C(X^  awardees.  Minor  changes  to  the 
existing  core  cancer  j)revention  and 
control  data  elements  will  be 
im])lemented  to  reflect  the  FOA’s  new 
|)erformance  rcKjoirements. 

Thirteen  of  the  05  NCCCP  awardees 
received  additional  funding  for  related 
but  distinct  coojiiirative  agreements 
(“Demonstrating  the  Cajiacity  of 
Com])rehensive  (lancer  Control 
Programs  to  Imjilement  Policy  and 
Environmental  Cancer  Control 
Interventions,”  FOA  DPI 0-1 01 7).  The 
demon.stration  |)rogram  is  aimed  at 
accelerating  the  develojmient  of  i)olicv 
and  environmental  ajijn'oaches  to  cancer 
control  for  awardees  that  are  jioised  to 
move  forward  rajiidly.  Demonstration 
jirogram  activities  will  be  aligned  with 
the  existing  conijnehensive  cancer 
control  jnogram  in  a  manner  that 
minimizes  (lujilication,  ca|)italizes  on 


exi.sting  activities,  and  histers  ra|)id 
im|)lementation.  Similar  semi-annual 
jirogress  rejiorts  are  reejuired  to  monitor 
activities  conducted  under  the 
demonstration  jirogram.  A  .slate-  or 
territory-hased  jiolicy  task  force 
coordinator  will  be  res])onsible  for 
submitting  the  recjiiired  rei)orts  to  CDC. 

CDC  ])ro|)oses  to  use  the  same  Ml.S- 
hased  methodology  for  all  rejiorling. 

Due  to  the  distinct  objectives,  resources, 
and  activities  associated  with  each 
cooj)erative  agreement,  .sejiarate  rejiorts 
will  be  reejnired  from  the  ])rogram 
director  and  the  task  force  coordinator. 

CDC’s  Revision  reejuest  utilizes  a 
modified  method  of  estimating 
res|)ondent  burden  which  di.stinguishes 
between  (i)  the  initial  burden  of 
|)o])nlating  the  MLS,  and  (ii)  routine  MIS 
maintenance  and  re])ort  generation.  In 
the  initial  (1MB  a|)j)roval  jjeriod  (2010- 
2013),  resj)ondent  burden  was  based  on 
a  long-term  average  burden  jier 
r(!S])onse. 

For  the  05  state-  and  territorv-based 
cancer  jnevention  and  control  ])rograms, 
(;D(1  e.stimates  the  initial  hurden  of 
j)0|)nlating  the  MLS  at  four  hours  jier 
res|)on.se.  .Some  of  the  information 
entered  into  the  MLS  during  the 
|)revious  coo|)erative  agreement  jieriod 
will  he  downloaded  to  minimize 
res])ondent  burden  in  the  new  funding 
jieriod,  but  awardees  will  be  res])onsible 
for  verifying  this  information  and 
entering  new  objectives.  After 
com|)leling  the.se  ste])s,  the  estimated 
burden  for  ongoing  system  maintenance 
and  semi-annual  re])orting  is  three 
hours  j)er  resj)onse. 

For  the  13  stales  and  territories  that 
are  also  j)artici])ating  in  the 
demonstration  jnogram,  the  initial 
burden  of  jiojndating  the  MLS  is 
estimated  to  be  six  hours  j)er  resj)onse. 
Awardees  will  be  resjionsible  for 
entering  information  about  the  new 
objectives,  staff,  and  other  resources  for 
demonstration  jnogram  activities. 
Thereafter,  the  estimated  hnrden  for 
ongoing  sy.stem  maintenance  and  semi¬ 
annual  rejiorting  is  estimated  at  three 
hours  j)er  re.sj)onse. 

OMB  aj)j)roval  is  requested  for  three 
years.  Information  will  be  rej)ortetl 
electronically  twice  j)er  year.  (Xl("  will 
use  the  rej)ort.s  to  identify  training  and 
technical  assistance  needs,  monitor 
comj)liance  with  coojierative  agreement 
requirements,  evaluate  j)rogress  made  in 
achieving  jirogram-.sjiecific  goals,  and 
obtain  information  needed  to  resjiond  to 
iiKjuiries.  There  are  no  costs  to 
resjiondents  other  than  their  time.  The 
total  estimated  annualized  burden  hours 
are  588. 
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Estimated  Annualized  Burden  Hours 


Type  of  respondents 

Form  name 

Number  of 
respondents 

Number  of 
responses  per 
respondent 

Burden  per 
response 
(in  hr) 

Program  Director  for  State-  or  Territory- 

Data  Elements  for  All  CPC  Programs:  Initial 

22 

1 

4 

Based  Cancer  Prevention  and  Control  Pro- 

MIS  Population. 

gram. 

Data  Elements  for  All  CPC  Programs:  Semi- 

65 

2 

3 

annual  Reporting. 

State-  or  Territory-Based  Policy  Task  Force 

Data  Elements  for  CPC  Demonstration  Pro- 

5 

1 

6 

Coordinator. 

gram:  Initial  MIS  Population. 

Data  Elements  for  CPC  Demonstration  Pro- 

13 

2 

3 

gram:  Semi-annual  Reporting. 

D;il(ul:  jaiuiarv  17.  2013. 

Ron  A.  Oltfiii, 

Diivclor,  Office  of  Scientific  Integrity  (OSIj. 
Office  of  the  Associate  Director  for  Science 
(OADS),  Office  of  the  Director.  Centers  for 
Disease  Control  and  Prev(nition. 
ir’K  Doc.  2()i:i-0144«  Filed  1-24-13:  8:4.3  ami 
BILLING  CODE  4163-18-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

[Document  Identifier:  CMS-10401] 

Agency  Information  Collection 
Activities:  Proposed  Collection; 
Comment  Request 

agency:  Centers  for  Medicare  8: 

Medicaid  Services,  HUS. 

In  compliance  with  the  reqnireinent 
of  section  85()()(c)(2)(A)  of  tlie 
Paperwork  Reduction  Ac:t  of  199.5,  tlie 
(waiters  for  Medic:are  8;  Medicaid 
Services  (CMS)  is  publishing  the 
following  snmmary  of  jiropo.sed 
collections  for  public  comment. 
Interested  persons  are  invited  to  send 
comments  regarding  this  burden 
estimate  or  any  other  a.sjiect  of  this 
collection  of  information,  including  any 
of  the  following  subjects:  (1)  The 
nece.ssity  and  ntilitv  of  the  ])ro])ose(l 
information  collection  for  the  propm' 
performance  of  the  agency’s  functions; 
(2)  the  accuracy  of  the  estimated 
burden;  (8)  ways  to  enhance  the  {pialitv, 
utility,  and  clarity  of  the  information  to 
he  collected;  and  (4)  the  use  of 
automated  collection  technicpies  or 
other  forms  of  information  technology  to 
minimize  the  information  collection 
burden. 

1.  Type  of  Infovnuition  Collection 
Heqiiesi:  Revision  of  a  currently 
approved  collection.  Title  of 
Information  Collection:  Standards 
Related  to  Reinsnrnace,  Risk  Corridors 
and  Risk  Adjustment;  Use:  S(!ction  1841 
of  the  Affordable  Care  Act  provides  that 


each  State  must  establish  a  transitional 
reinsurance  program  to  help  stabilize 
premiums  for  coverage  in  the  individual 
mark(!t  during  the  first  three  years  of 
Exchange  ojieration.  Section  1842 
provides  for  the  establishment  of  a 
temiiorarv  risk  corridors  jirogram  that 
will  apjily  to  (pialified  health  plans  in 
the  individual  and  small  gronj)  markets 
for  th(!  first  three  years  of  Exchange 
operation.  Section  1848  jirovides  for  a 
program  of  risk  adjustment  for  all  non- 
grandfathered  plans  in  the  individual 
and  small  group  market  both  inside  and 
outside  of  the  Exchange.  I’hese  risk- 
s])reading  programs,  which  will  he 
implemented  by  HHS,  states,  or  both 
m  is  and  states,  are  desigmul  to  mitigate 
adverse  .selection  and  ])rovide  stability 
for  health  insurance  issuers  in  the 
individual  and  small  group  markets  as 
market  reforms  and  Exchanges  are 
implemented.  Sesetion  1821(a)  also 
provides  broad  authority  for  the 
.Secretary  to  establish  standards  and 
nigulations  to  imjilement  the  .statutory 
nKpiirements  related  to  Exc.hanges, 
reinsurance,  ri.sk  adjustment,  and  other 
comjjonents  of  title  1  of  the  Affordable 
C^are  Act.  The  data  collection  and 
reporting  requirements  de.scribe(l  in  this 
information  collection  request  will 
enable  states,  HHS,  or  both  states  and 
HI  KS  to  implement  the  aforementioned 
jnograms,  which  will  mitigate  the 
iinjiact  of  adverse  selection  in  the 
individual  and  small  group  markets 
both  in.side  and  outside  the  Exchange. 
Form  Number:  CMSi-M)4in  (CICN  0988- 
1155).  Frequency:  Occasionally; 

Affected  Public:  Private  .Sector  (hnsine.ss 
or  other  for-profit  and  not-for-|)rofit 
institutions).  Number  of  Respondents: 
5.071;  Total  Annmd  Resinmses: 
9,000.574,542;  Total  Anmnd  Honrs: 
10,774,789;  (For  policy  (luestions 
regarding  this  collection  contact  Java 
Ghildiyal  at  410-780-0578.  For  all  other 
i.ssues  call  410-780-1820.) 

To  obtain  copies  of  the  supporting 
statement  and  any  related  forms  for  the 
proposed  paperwork  collections 


referencfid  above,  access  C^MS'  IVeh  Site 
address  at  bttp://\\  \\  \\’. cms.bhs.gov/ 
PaperworkRedactionActofi  91)5.  or  emai  1 
your  request,  including  yonr  address, 
phone  number,  OM13  number,  and  C]M.S 
document  identifier,  to 
Paper\\’ork@cms. bhs.gov.  or  call  the 
Reports  Clearance  (Iffice  on  410-780- 
1820. 

In  commenting  on  the  projjo.sed 
information  collections  please  reference 
the  document  identifier  or  (1MB  control 
nninher.  To  he  assured  consideration, 
comments  and  recommendations  mu.st 
he  submitted  in  one  of  the  following 
ways  by  March  20.  2018. 

1.  Flectroniccdly.  Yon  mav  submit 
your  comments  electronically  to  http:// 
w’ww. regidations.gov.  Follow  the 
instructions  for  “Ckimment  or 
.Submission”  or  “More  .Search  Options" 
to  find  the  information  collection 
document (s)  accepting  comments. 

2.  Ry  regular  mail.  You  may  mail 

written  comments  to  the  following 
address;  CMS,  Office  of  Strategic 
Operations  and  Regulatory  Affairs. 
Division  of  Regulations  Development, 
Attention;  Document  Identifier/OMB 
Control  Number  .  Room 

(34-26-05 .  7500  .Security  Boulevard. 
Baltimore.  Maryland  21244-1850. 

Uatcul:  lamiary  22,  2013. 

Martiqiiu  |oite.s. 

Deputy  Director.  Regidations  Development 
Croup.  Office  of  Strategic  Operations  and 
Regulatory  Affa  irs . 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

[CMS^172-NC] 

Medicare  Program;  Request  for 
Information  To  Aid  in  the  Design  and 
Development  of  a  Survey  Regarding 
Patient  and  Family  Member/Friend 
Experiences  With  Hospice  Care 

agency:  CAiiilers  for  Medicare  8: 

Miulicaid  Services  (CMS).  HUS. 

ACTION:  Recjiie.st  for  information. 

SUMMARY:  Tliis  document  is  a  re(]iiesl  for 
information  n;garding  patient  and 
family  member  or  clo.se  friend 
experiences  with  hospice  care. 

DATES:  The  information  solicited  in  this 
notice  must  he  received  at  the  address 
jaovided  below  hv  March  2(i,  2013. 
ADDRESSES:  In  responding  to  this 
solicitation  please  rej)lv  via  email  to 
HosijicfiSiir\’(i\'@(:nis.hlis.i>ov  or  by 
postal  mail  at  Ccaiters  for  Mculicare  and 
Medicaid  Services.  Attention:  Debra 
Dean-Whittaker.  Mailstop  Cl -2.5-0.'). 
7.500  Securitv  boulevard.  Ilaltimore.  MD 
21244-1850.' 

FOR  FURTHER  INFORMATION  CONTACT: 
Debra  Dean-Whittaker.  410-780-0848 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  accordance  with  section  3011  of 
the  Affordable  (iare  Act.  the  Dej)artment 
of  Health  and  Human  Services  (HHS) 
developed  the  National  Quality  .Strategv 
to  create  national  aims  and  priorities  to 
guide  local,  .state,  and  national  efforts  to 
improve  the  (piality  of  health  care.  The 
National  Quality  Strategy  e.stahlished 
three  aims  sujjported  hv  six  ])riorities. 
The  three  aims  are  as  follows: 

•  IhitUu'  Caiv:  Inijjrove  the  overall 
quality,  by  making  health  care  more 
patient-centered,  reliable,  accessible, 
and  safe. 

•  Healthy  People/Healthy 
(Miunninities:  Improve  the  health  of  the 

II. S.  population  l)y  su])porting  ])roven 
interventions  to  address  behavioral, 
.social,  and  environmental  determinants 
of  health  in  addition  to  delivering 
higher-cpiality  care. 

•  Affordahle  Care:  Reduce  the  cost  of 
(juality  health  care  for  indivitluals, 
families,  em|)loy(!rs,  and  government. 

The  six  priorities  are:  “(1)  Making 
care  safer  by  nKlucing  harm  cau.sed  hv 
the  delivery  of  care;  (2)  ensuring  that 
(iach  j)erson  and  family  are  engaged  as 
partners  in  their  care:  (3)  promoting 
effective  communication  and 
coordination  of  care;  (4)  j)romoting  the 


most  effective  ])revention  and  treatment 
practices  for  the  leading  causes  of 
mortality,  starting  with  c:ardiovascnlar 
disease;  (5)  working  with  communities 
to  ])romote  wide  use  of  hesl  practices  to 
eual)le  lu!althy  living:  and  (li)  making 
(juality  care  more  affordable  for 
individuals,  families.  em|)loyers,  and 
governments  by  developing  and 
spreading  new  health  care  delivery 
models." 

The  survey,  now  under  develoi)ment, 
hereinafter  referred  to  as  the  "Hospice 
.Survey"  sup])ort.s  the  National  Quality 
.Strategy  goal  of  better  (iare  and  the 
l)riorities  of — 

•  insuring  that  each  ])erson  and 
family  are  engaged  as  partners  in  their 
can;  (priority  #2):  and 

•  Promoting  effective  communication 
and  coordination  of  care  (priority  #3). 

'I'lie  Centers  for  Medicare  &  Medicaid 
Services  ((iM.S)  has  previously 
implemented  national  surveys  called 
Consumer  Assessment  of  Healthcare 
Providers  and  .Systems  (CAHP.SQ 
surveys  in  both  in-patient  and  out¬ 
patient  settings  and  for  different 
services.  .Specifically,  (iMS  has 
implemented  CAllP.S’'  surveys  for 
Medicare  health  and  drug  j)ians, 
inpatient  hosi)itals.  and  home  health 
agencies.  (^MS  and  the  Agcmcy  for 
Healthc:are  Re.search  and  Quality 
(AHRQ)  have  also  develoi)ed  cAHiyS" 
surveys  for  in-center  hemodialvsis 
facilities,  nursing  homes,  and  clinician 
and  grouj)  ])ractices.  None  of  these 
(iAHP.S’'  surveys  address  experiences 
with  hospice  .services. 

Hospice  focuses  on  caring  for  patients 
at  the  end  of  their  lives  and  on  helping 
their  families.  In  the  F’ederal  Register 
we  have  defined  hospice  and  hospice 
care  as  follows: 

Hospice  means  a  ])uhlic  agenc;y  or 
private  organization  or  subdivision  of 
either  of  these  that  is  primarily  engaged 
in  ])roviding  hosjuce  care  as  defined  in 
this  .section. 

lI()S|)i(:(!  (:ar(!  means  a  compnihensive  sc;!  of 
servi(;(!s  descriljed  in  section  1881(dd)(l)  of 
tlie  Act.  id(;ntifi(!d  and  coordinated  l)v  an 
interdisc:i])linary  group  to  ])rovide  for  lln; 
physical.  ])sycliosocial.  spiritual,  and 
(Miiolional  muids  of  a  terminally  ill  |)alienl 
and/«)r  family  members,  as  delineated  in  a 
sjjecific  patient  plan  of  care;.' 

The  Hospice  Ponndation  of  America 
is  one  of  many  private  organizations 
that  agree  with  the  following  statement: 

Hospice  is  a  spcscial  concej)!  of  care 
designed  to  jrrovide  comfort  and  sni)])ort  to 
|).'ilients  and  their  famili(!S  wlnm  a  lile- 

'  42  Cf'K  41H.3  A<:('.(!S.s(k1  NovemlHU’  HI.  2012 
/?((/)  .■//iinii’.<'/)O.goi’//f/.si'.s'//)Ag/C7'7t-201  l-tillo-42- 
\()l:i/xinl/(:FI{-2()l  1  -till(‘-42-vt>l:i-i)ciil-41H.xniW 


limiting  illnijss  no  longer  responds  to  cure- 
orienlcid  Ireatments.- 

The  National  Hospice  and  balliative 
('.are  Organization  (NHbC.O),  a  leading 
organization  for  hospice  providers, 
descri'.AiS  liospice  care  as  follows: 

The  focus  of  hospice  relies  on  the  hidief 
dial  each  of  us  has  the  right  to  die  pain-free 
and  with  dignity,  and  that  our  loved  ones 
will  receive  the  necessary  support  to  allow  us 
to  do  so. ' 

The  ])lanned  (iM.S  Hospice  .Survey 
differs  from  other  ('.M.S  patient 
experienc;e  survevs  hecause  the  target 
population  for  the  Hospice  .Survey  is 
liereaved  family  members  or  close 
friends  of  patients  who  died  in  hospice 
care,  fhe  reasons  for  focusing  on  family 
memhers/friends  are  that  the  jiatient  is 
not  the  best  source  of  information  for 
the  entire  trajectory  of  hosjiice  care,  and 
that  many  hosjiice  patients  are  very  ill 
and  unahle  to  answer  survey  (juestions. 

(liven  the  uni(]ue  environment  and 
jiatient  population  of  hospice  care, 
existing  patient  experience  instruments 
designed  for  other  settings  are  only 
liiirtially  relevant  for  capturing  hospice 
care  experiences.  A  rigorous,  well- 
designed  Hospice  .Survey  will  allow  us 
to  understand;  (I)  b.itient  experiences 
throughout  their  hospit:e  care,  as 
reported  by  their  familv  members/ 
friends;  and  (2)  the  perspectives  of 
family  memher.s/friends  with  regard  to 
their  own  experiences  with  hospice. 

This  information  will  ultimately  he  used 
to  help  improve  the  cjuality  of  care 
patients  and  their  families  and  friends 
receive  in  hosjiice. 

We  iire  in  the  proi:e,ss  of  reviewing 
])otential  topic  .ireas,  as  well  as  puhliclv 
available  instruments  and  measures,  for 
the  purj)ose  of  develoj)ing  a  Hospice 
.Survey  that  will  enahle  objective 
comparisons  of  ho.s])ice  experiences 
across  the  country.  'Fliis  survey  will  he 
used  to  hel])  consumers  make  more 
informed  decisions  about  providers,  as 
well  its  provide  information  to  drive 
im])rovements  in  the  cpiality  of  hospict; 
care.  The  ])rincipal  focus  of  this  effort  is 
to  develop  a  survey  of  family  members 
or  friends  who  are  18  years  of  age  and 
older  and  who  are  knowledgeable  about 
the  care  providtid  to  the  per.son  enrolled 
in  hospice. 

II.  Solicitation  of  Information 

We  iire  soliciting  the  submission  of 
suggested  to])ic  .ireas  (such  as 
“communication  with  providers,”  “pain 

-tlo,s|)i(:o  l‘'()iin(liili(in  ol  Ainiii'ic.i.  iicein.ssod 
N()V(!ml)i!r  2,  2012  hltp://\vi\  \\  .ln)si)i(:i!f()iintlali()n. 
ort’/whdiishospica. 

‘Caring  tloniuictions.  acoissod  N()V(!inlM!r  1. 2012 
lilll>://\v\v\v.<:<innginlo.oii’/i-l(i/pit«cs/in(ldx.cfni? 
pii<iin(l=:i:i5(i. 
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control”  or  “non-j)ain  .symptom 
managcmumt,”  as  well  as  publicly 
availabU;  instruments  for  cai)turing 
familv  members’  or  friends'  ex])eri(;nc(!s 
with  hosj)ice  canx  We  are  interested  in 
instruments  and  itcans  that  can  imaisnre 
(|uality  of  can;  from  the  familv  member/ 
friimd’s  perspective,  including  all 
])otentiai  hos])ice  settings  (for  exam])le, 
liome,  nursing  home,  hospital,  and  free- 
.standing  hospice)  and  instruments  that 
track  changes  over  tinu;. 

We  are  looking  for  suggested  topic 
ar(!as  and  puhliclv  available  In.struments 
in  which  the  information  was  identified 
by  family  memhers/friends  as  important 
to  them  in  evaluating  hospice  care. 
Exi.sting  instruments  are  ])referred  if 
they  have  been  tested,  have  a  high 
degree  of  reliability  and  validity,  and 
re])ort  evidence  of  wide  use. 

The  following  information  would  he 
es])ecially  heljjful  in  any  comments 
resj)onding  to  this  recpiest  for 
information: 

•  A  brief  cover  letter  summarizing  the 
information  recpiested  for  submitted 
in.struments  and  to])ic  areas, 
respectively,  and  how  the  submission 
will  help  fulfill  the  iiitent  of  the  survey. 

•  (C)])tional)  Information  about  the 
pinson  submitting  the  material  for  the 
|)ur])o.ses  of  follow  u])  (pie.stions  about 
the  submission  which  includes  the 
following; 

++  Name. 

++  Title. 

++  Organization. 

++  Mailing  address. 

++  Telephone  number. 

++  Email  address. 

++  Indication  that  the  instrument  is 
publicly  available. 

•  When  submitting  topic  areas,  we 
encourage  iucluding  to  the  extent 
available  the  following  information: 

++  Detailed  descriptions  of  the 

sugge.sted  to])ic  area(s)  and  sjjecific 
purpose(s). 

++  Relevant  jjeer-reviewed  journal 
articles  or  full  citations. 

•  When  submitting  publicly  available 
instruments  or  survey  (juestions,  we 
encourage  including  to  the  extent 
available  the  following  information: 

++  Name;  of  the  instrument. 

++  Oo])ies  of  the  full  instrument  in  all 
available  languages. 

++  To])ic  areas  included  in  the 
instrument. 

++  Measures  derived  from  the 
instrument. 

++  Instrument  reliability  (internal 
consistency,  test-retest,  etc)  and 
validity  (content,  construct,  criterion- 
related). 

++  Results  of  cognitive  testing  (one-on- 
one  testing  with  a  small  number  of 


resi)ondents  to  ensure  that  they 
understand  the  (luestionnaire.) 

-(-+  Results  of  fi(!ld  testing. 

++  (iurrent  u.se  of  the  in.strument  (who 
is  using  it,  what  it  is  being  used  for, 
what  population  it  is  being  used  with, 
how  instrument  findings  are  reported, 
and  hv  whom  tin;  findings  are  u.sed). 

Rel(!vant  p(!er-n!viewed  journal 
articles  or  full  c:itations. 

-i-t-  (iAHRS''  trademark  status. 

-i-t-  National  Quality  Forum  (NQF) 
endorsement  status. 

-i-i-  Survey  administration  instructions. 

++  Data  analysis  in,struc:tions. 

++  Guidelines  for  reporting  survey  data. 

GMS  is  developing  this  survey  and 
plans  to  submit  it  to  AllRQ  for 
recognition  as  a  Consumer  As.sessment 
of  Healthcare  Providers  and  Systems 
(CAI1PS“)  survey.  The  surv(!y  will  he 
develojxul  in  accordance  with  CAllPS" 
Survey  Design  Principles  and 
implementation  instructions  will  he 
based  on  those  for(fA}lPS“  instruments 
[htti)s://\v\v\v.c(thps.AIIHQ.gov/y\l)oiit- 
(JAHI^S/Principhs.dspx). 

(t^atalog  of  l''(;(l(!ral  13onu!sli(:  Assistance 
Program  No.  93.773.  Mculicare — Hospital 
Insurance;  and  Program  No.  ‘Id. 774. 

Medicare! — .Snjiplementary  Medical 
Insnranct!  Program) 

Dated:  l)(!ceml)er  .t,  2012. 

Marilyn  'i'aveniier. 

Acting  Administralor.  (icnlcrs  for  Mcdicnrc 
(r  Medicaid  Services. 

IFRDee.  201  :i-(l  I  2<l<t  Idled  l-24-i:i;  K;4r)  am) 
BILLING  CODE  4120-01-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

[CMS-4171-NC] 

Medicare  Program;  Request  for 
Information  To  Aid  in  the  Design  and 
Development  of  a  Survey  Regarding 
Patient  Experiences  With  Hospital 
Outpatient  Surgery  Departments/ 
Ambulatory  Surgery  Centers  and 
Patient-Reported  Outcomes  From 
Surgeries  and  Procedures  Performed 
in  These  Settings 

agency:  Centers  for  Medicare 
Medicaid  Services  ((iMS).  HHS. 

ACTION:  Recjuest  for  iidbrmation. 

SUMMARY:  This  document  is  a  recjuest  for 
information  regarding  hosjjital 
outjiatient  surgery  dejiartments  (HOSDs) 
and  amhulatory  surgery  centers  (y\SCs), 
as  well  as  jiatient-rejiorted  outcomes 
from  surgemies  or  other  jiroccidures 
jierformcHl  in  thc;se  settings. 


DATES:  The  information  solicited  in  this 
notice  must  he  receivcxl  at  the  addrexss 
jerovided  below  by  March  20.  2013. 
ADDRESSES:  In  rcLSjxmding  to  this 
.solicitation,  jilcm.se  re|)ly  via  cauail  to 
An}hSiirgSiirve\'@(:nis. hhs.gov  or  by 
])ostal  mail  at  Centers  for  Medicare  and 
Medicaid  ScjrviccLS,  Attention:  Memuna 
Ifederah,  Mailstoj)  (il-2.5-0.5,  7.500 
Sc!curitv  Houlevard,  lialtimore,  MD 
21244-1850. 

FOR  FURTHER  INFORMATION  CONTACT: 
Memuna  Ifederah,  (410)  708-0840  or 
Caren  (hnslnag  (410)  780-0713. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

In  accordance  with  section  3011  of 
the  Affordable  Care  Act.  the  Dejiartment 
of  Health  and  Human  Services  (HHS) 
develojied  the  National  Quality  Strategy 
to  create  national  aims  and  jiriorities  to 
guide  local,  state,  and  national  efforts  to 
improve  the  cjuality  of  Imalth  care.  The 
National  Quality  Stratcigy  e.stahlished 
three  aims  .su|)|K)rted  by  six  jiriorities. 

The  3  aims  are  as  follows: 

•  Better  Care:  lmj)rove  the  overall 
(juality,  by  making  health  care  more 
|)atient-centered.  reliable,  acccxssihle, 
and  safe. 

•  Healthv  Peoj)l(!/l  Icxdthv 
(Communities:  lmj)rove  the  health  of  the 

II.  S.  jiojndation  by  .su})j)orting  j)roven 
interventions  to  address  behavioral, 
social,  and  environmental  determinants 
of  health  in  addition  to  delivering 
higher  ijualitv  care. 

•  Affordable  Care:  Reduce  the  co.st  of 
(juality  h(xdth  care  for  individuals, 
famili(!s.  (!mj)loyers.  and  govcjrnment.' 

The  six  j)rioriti(xs  are:  “(1)  Making 
care  safer  by  r(!ducing  harm  cau.sed  by 
the  delivery  of  care;  (2)  ensuring  that 
(^ach  jjerson  and  family  are  engaged  as 
j)artners  in  their  care:  (3)  jjromoting 
(;ff(!Ctive  communication  and 
coordination  of  care;  (4)  j)romoting  the 
most  effecti\'e  j)rev(mtion  and  treatment 
jH'actices  for  the  huxling  causes  of 
mortality,  .starting  with  cardiova.scular 
disease;  (5)  working  with  communities 
to  j)romote  wide  use  of  he.st  j)ractic(!.s  to 
(Miahle  health  living:  and  (8)  making 
(juality  care  more  affordable  for 
individuals,  families.  emj)l()y(!rs  and 
govermiKMits  by  (leveloj)ing  and 
sjjnxuling  new  luxdth  care  (leliv(!ry 
models”. 

Surveys  focusing  on  the  j)alient 
exjjerience  as  well  as  the  Hosj)ital 
Outj)ati(;nt  Surgery  D(!j)arlm(!nl/ 

'  I’liuiso  si!(:  U..S.  Dnpiirtmont  of  1  l(!:iltli  and 
I  liiinan  .Sorvicos.  lieporl  to  Congress.  XalionnI 
SIriilegy  forQu(dily  Improvement  in  llenllh  Cniv. 
(March  201 1).  availahh!  at  http:/ / 
wmv.healthe(ire.go\7lcn\/resonrees/i'epoi1s/ 
nntionaUpmlitvstrntegvOS'JOl  l.pctf. 


Ainbulatorv  Sui>.(;rv  Patient  ExjHinonce 
ot  (>Hr(;  Survey  now  under  developinent 
support  the  National  Quality  Strateev  of 
Ixitter  care  and  tiu:  priorities  of _ 

•  Ensuring  that  each  pcjrson  and 
tJiiuily  are  engaged  as  i)artners  in  tlieir 
care  (priority  #2);  and 

•  Promoting  effectivi;  connnnnication 
and  coordination  of  care  (priority  #2). 

Since  1995.  the  Agency  for  Healthcare 
'.  search  and  Quality  (AHKQ)  and  its 
l.onsniner  Assessment  of  Healthcare 
Providers  and  Systems  ((.'AHPSQ 
(.onsortinm.  in  partnership  with  the 
C.enters  for  Medicare  K-  Medicaid 
Services  (CMS),  has  (level ojkhI 
standardiziMl  CAHPS''  Surveys  and 
tools  for  a  variety  of  populations  to 
CO  (M.t  data  on  patient's  expediences 
with  and  ratings  of  care.  CMS  and 
AHRQ  have  developed  CAfIPS''  surveys 
tor  in-center  hemodialysis  (acilitie^s  ‘ 
nursing  homes,  and  clinician  and  group 

practices.  CMS  has  already 
luijihmiented  CAHPS--  surveys  for 
undth  and  drug  plans,  hospitals,  and 
home  health  agencies. 

We  are  develojiing  a  standardized 
tiospital  Outpatient  Surgical 

HtJ.SD/AS(d  Experience  of  Care  Survey 
to  ovahiate  the  care  received  in  these 
lacihtKis  from  the  jiatient’s  perspective 
1  wo  related  CAHPS^  .surveys  exist- 
however,  they  do  not  collect 
information  specific  to  the  patient 
experience  of  care  in  HOSD/AS(' 
facilities.  111  2009.  CMS  began  ' 

iniplementing  the  Hospital  (^AHl^S"  ' 

(HCAHPS)  Survey,  which  collects  data 
on  hospital  inpatients  experiences  with  ‘ 
and  rahng.s  of  hospital  inpatient  care.  ' 
he  HCAHPS  Survey  includes  neither 
patients  who  receive  outpatient  surgical  ! 
care  from  hospital-ha.sed  outpatient 
surgical  departments,  nor  jiatients  who  , 

"x  ‘-ri  freestanding 

AS(.s.  I  he  Surgical  Care  CAH1\S  ^ 

Survey,  developed  by  the  American  '' 

Col  luge  of  Surgeons  (ACS)  and  the 
Surgical  Quality  Alliance  (SQA)  locn.ses 
on  both  inpatient  and  outpatient 
surpnes  and  niclndes  (piestions  related  t 
to  the  patient’s  experience  before.  n 

during,  and  after  surgery.  However,  this 
survey  hnaises  on  the  care  provided  hv  o, 
ho  iihy.sician  rather  than  the  facility  ‘ 
osintal  ont,iatient  surgery  departments 
and  AS(,s  will  he  the  unit  of  analysis  for  •„ 
I  ns  HQSI^ASC  survey  instrnment.  The  I,, 
Ho.sjiital  Outiiatient  Surgery 
I3ej)artment/Anihnlatory  Surgery  Center  ha 
afiont  Experience  of  Care  Survey  will  foi 
ho  used  to  help  consumers  make  s(^i 

informed  choices  about  ]iroviders  as  so 
well  as  improving  the  (piality  of  care.  VV, 


lanuan.  25.  2,„5/N<„icas 


II.  Solicitation  of  Information 


of  ,  (lociiinent  solicits  input  for 
iloveloping  this  new  patient  experience 

•survey,  including  the  following: 

•  RoleyanI  topic  areas  such  as 
ooinmnnication  between  patients  and 
lioalth  care  iiroviders;  access  to  care; 
oiistomer  , service;;  provision  of  pre-  and 
po.st -surgical  care  information;  access  to 
l()llow-nj)  care;  care  coordination; 
patient  prefeninces;  environment:  and 
safety. 

•  Publicly  available  surv(;y.s.  siirvev 
(fiKysfions,  and  measures  indicating—  Q) 
patient  cxpcirience  and/or  h-vel  of 

‘-xperience  in 
lOSD.s/ASCs;  and  (2)  pafi(;nf-reported 
outcomes  from  surgeries  or  otlu;r 
procednnys  (for  (Sample,  colono.scopies, 
P"''fr^'"i<xl  in  HOSDs  and 
ASCs.  I  hese  surveys,  siirvtw  (liujsfions, 

•s  and  measures  should  imiasiire  and 
a.sstj.ss  (luality  of  care  and  jiatient- 
)  roporte'd  outcomes  from  the  patient’s 
IKu-spective,  and  track  changes  over 
time. 

\ye  an;  interested  in  suggestions  for 
topic  anias,  and  publicly  available 
•surveys,  (luestions  or  measures  that 
addniss  the  following  spcicifically  fo,- 
outj)ati(;nt  surgery: 

•  Issmis  that  an;  that  are  highly 
relevant  to  HHHS  and  CiM.S.  h(;canse 
they  support  HHHS’s  and  CMS’s  efforts 
tor  imjmived  (inality  and  efficiency  of' 
can;  and  are  inchuhid  in  or  facilitate 
ali«nim;nf  with  otlnirCMS  programs 

•  hlentificationofgapsin  thecpialitv 
()i  care  d(;liver(;d  in  outiiatient  surgical' 
departments. 

•  Measures  of  surgical  can; 
coordination  and  related  care 
coordination  activities. 

•  Identification  and  a.ss(;.ssment  of 
pafient-r(;ported  outcomes,  such  as  pain, 
nau.sea  and  vomiting,  deep  vein 
thrombosis,  inf(;ction.  ])neinnonia.  and 
urinary  retention. 

We  are  looking  for  suggested  topic 
areas,  as  well  as  any  inihlidy  available 
surv(;v.s,  (puistions  and  measnn's  in 
which— (1)  the  source  of  information  is 
from  Jiatients  who  dinjctly  n;ceived  care  ' 

id(:ntified  the  topic  areas  such  as  those  ’ 
tested  above  as  imjiorfant  to  them  in 
evaluating  HOSD  or  ASC  care  (for 
example,  wait  time  and  imidical  .staff 
am  physician  communication).  We  are  ^ 

•seeking  topic  areas,  snrvciy.s,  cine.stions  ' 
and  imiasnnis  that  are  applicable  across  ^ 

()utj)ati(;nt  surgical  .s(;tting.s  (for 
examph;,  freestanding  settings,  hospital  1 

ha.sed  .sittings,  for-jirofit  settings;  not- 
for-profit  settings;  rural  settings;  urban  +, 

•sctting.s;  inulti-specialtv  and  single-  + 

specialty  surgery  departments/centers).  +- 

'A  e  jirefer  existing  siirviiys.  (]m;,stion.s. 


;"Hl  imiasnnis  that  have  h.;,;n  tested  and 
have  a  high  degree  of  reliability  and 
''‘'Ji<lity,  and  for  which  fh(;re  is  evidence 
of  wnfe  n.se. 

rin.s  re(]ii(;.st  for  information  .solicits 
injiut  from  consumers,  nisearcliers 
vendors,  health  plans.  HOSDs,  A.SCs, 
j  surg(;on.s,  advocacy  organizations, 
community-ha.sed  jiroviders,  and  otluir 
.stak(;hold(;r.s  and  intenistiid  parti(;,s.  This 
call  for  topic  areas,  piihlicly  available 
surv(;ys,  (pieslions,  and  measures  is 
occurring  now  hcican.se  of  the  nuilti- 
1 )  pfia.s(;d  survey  develojmient  and  testing 
lJroc(;ss  neces.sary  to  produce  a 
.standardiz(;d  instrument.  The  target 
population  for  the  siirvciy  i.s  adults 
((  efimid  in  CAHl^S  snrvey.s  as  1«  years 
old  and  older)  who  recently  have  had 
surg(;ry  or  other  procedun^s,  such  as  a 
colonoscopy  or  endo.scopy,  in  a  surgical 
outpatient  .setting.  '  ^ 

CMS  i.s  d(;v(;loping  this  siirvciy  and 
plans  to  submit  it  to  AHRQ  for  ' 
recognition  as  a  CAHPS-'  snrv(;y.  The 
siirv(;y  will  he  develojK;d  in  acixirdance 
uilh  CAHl  S^  Survey  Design  Princijihjs 
and  imj)l(;m(;ntation  instructions  will  he 
)as(;d  on  those  for  CAMPS-'  in.strinmaits 

r 

( /  IPS/Pnnciplas.  (tspx) . 

'Ve  an;  a.sking  re.sjiondents  to  include 
the  f()l  owing  in  their  snhmi.s.sion.s: 

•  A  brief  cover  letter  summarizing  the 
information  nKpiested  above  for 
•suhmitt(;d  tojiic  anias,  snrvtiy.s. 

(luestions.  and  nuiasures.  anil' how  the 
suhnn.ssion  will  help  fulfill  the  intcait  of 
file  patnait  experiences  survey. 

•  (Optiiaial)  Information  about  the 
p(a'.son  submitting  the  material  for 
purpos(;.s  of  follow-uj)  (|ne.stions  about 
the  suhmi.s.sion.  including  the  following: 

-t-f  Name. 

-t-r  Title. 

++  Organization. 

-1-1-  Mailing  address. 

-1-+  Tel(;]dione  number. 

-i-i-  Email  address. 

++  Indication  that  the  tojiic  ar(;a  or 
instrument  i.s  publicly  availahhi. 

•  Wluai  submitting  tcjjiic  areas, 
le.spondents  should  include  to  the 
extent  available  the  following 
information: 

-i-r  Detailed  de.scriptions  of  the 

•suggested  topic  area(.s)  and  spcicific 
purpo.s(;(.s). 

-1-1-  Sample  (jue.stions.  in  all  available 
languag(;.s. 

-1-1-  Relevant  pe(;r-r(;vi(;wed  journal 
articles  or  full  citations. 

-1-1-  Name  of  the  instrument 
-H-r  f.’opies  of  the  full  instrument  in  all 
available  languag(;s. 

+-1-  Tojiic  anias  included  in  the  survey 
+-r  M(;a.sure.s  d(;rived  from  the  survey  ’ 

-1-1-  ‘Survey  reliability  (internal 
con.sistency.  te.st-ret(;.st,  etc.)  and 
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validity  (content,  construct,  criterion- 
related). 

-i-i-  Results  of  cognitive  testing  (one-on- 
one  testing  with  a  small  number  of 
n;sj)ondents  to  ensure  that  they 
understand  the  (|U(!stionnaire). 

Results  of  field  t(;sting. 

-I-+  (inrrent  use  of  the  instrument  (who 
is  using  it,  what  it  is  being  u.sed  for. 
what  population  it  is  being  used  with, 
how  in.strmnent  findings  are  reported, 
and  by  whom  the  findings  are  used), 
-(--t-  Relevant  peer-review  journal  articles 
or  full  citations. 

+-(-  CAHRS"  trademark  .status. 

-t-4-  Survey  admini.stration  in.structions. 
-i-i-  Data  analysis  instructions. 

4-+  Ciuidelines  for  rej)orting  survey  data. 

((Catalog  of  l-'edtMal  Domestic  Assistance! 
I’rogram  No.  93.773,  Medicare! — lleespital 
InsuraneH!:  anel  Rreegrani  No.  93.774. 


Me!elie:are! — .Sii|)ple!me!ntary  Me!elie;;il 
liisiinmex!  Rreegnim) 

Diile!el:  ne!e:e!ml)e!r  13,  2012. 

Marilyn  'rave!iini!r, 

Aclint’  Admiiiislralor.  (ahiIcis  for  Modicoro 
fr  Madicoid  Sarvicas. 

II-'K  lloc.  2()i:t-()l3()()  l•■ill!el  1-24-13:  a:4.S  iim| 
BILLING  CODE  4120-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Administration  for  Children  and 
Families 

Proposed  Information  Collection 
Activity;  Comment  Request 

Proposeil  Projects 

Title:  Guielance  for  Tribal  TANF. 
OA//iNo.;()97()-()157. 

Annual  Burden  Estimates 


Description 

42  D.S.C.  (il2  (Section  412  of  the 
Social  Security  Act)  reepiires  eacii 
Inelian  Tribe  that  elects  to  aehninister 
and  operate  a  TANF  program  to  submit 
a  TANF  Tribal  Plan.  The  TANF  Tribal 
Plan  is  a  mandatory  statement 
submitted  tei  the  Secretary  by  the  Indian 
Tribe,  which  consists  of  an  outline  of 
how  the  Indian  Tribes  'TANF  program 
will  he  administered  and  operated.  It  is 
used  by  the  Secretary  to  determine 
whether  the  plan  is  approvahle  and  to 
determine  that  the  Indian  Tribe  is 
eligible  to  receive  a  TANF  assi.stance 
grant.  It  is  al.so  made  available  to  the 
public. 

Respondents 

Indian  Tribes  applying  to  operate  a 
TANF  program. 


Instrument 

Number  of 
respondents 

Number  of 
responses  per 
respondent 

Average 
burden  hours 
per  response 

Total  Burden 
hours 

Request  for  State  Data  Needed  to  Determine  the  Amount  of  a  Tribal  Family 
Assistance  Grant  . 

23 

1 

68 

1564 

Estiimded  Total  Annual  Ihn  den 
Honrs:  1.584. 

In  comjiliance  with  the  re(|iiirement.s 
of  Section  5()(i(c)(2)(A)  of  the  l^aperwork 
Reduction  Act  of  1995.  the 
Administration  for  C'hildren  and 
Families  is  soliciting  public  comment 
on  the  sjiecific  aspects  of  the 
information  collection  de.scrihed  above. 
Gojiies  of  the  jiroposed  collection  of 
information  can  he  obtained  and 
comments  may  he  forwarded  by  writing 
to  the  Admini.stration  for  Children  and 
Families,  Office  of  Planning,  Re.search 
and  Evaluation,  370  L’Enfant 
Promenade,  S\Y.,  Washington,  DC 
20447,  Attn:  ACF  Reports  Clearance 
Officer.  Email  address: 
infocollection@acf.hhs.oov.  All  reqiie.sts 
should  he  identified  by  the  title  of  the 
information  collection. 

I’he  Dejiartment  specifically  recpiests 
comments  on:  (a)  Whether  the  jnoposed 
collection  of  information  is  necessary 
for  the  projier  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  shall  have 
|)ractical  utility;  (h)  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
proposed  collection  of  information;  (c) 


the  quality,  utility,  and  clarity  of  the 
information  to  he  collected;  and  (d) 
wavs  to  minimize  the  burden  of  the 
collection  of  information  on 
respondents,  including  through  the  use 
of  automated  collection  techniipies  or 
other  forms  of  information  technology. 
(Consideration  will  he  given  to 
comments  and  suggestions  submitted 
within  (it)  days  of  this  jnihlication. 

Rolu!rl  Sargis. 

Reports  Clearance  Officer. 

IKK  Doc.  2()i:i-()14.'')()  Filed  1-24-13:  H:4.'>  am) 
BILLING  CODE  4184-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Administration  for  Children  and 
Families 

Proposed  Information  Collection 
Activity;  Comment  Request 

Proposed  Projects 

'Title:  ANA  Project  Impact  As.sessment 
Survey. 

OMB  l\k).:  ()97()-()379 


Description:  The  information 
collected  by  the  Project  Impact 
A.sse.ssment  Survey  is  needed  for  two 
main  reasons:  (1)  To  collect  crucial 
information  retiuired  to  re|)ort  on  the 
Administration  for  Native  Americans’ 
(ANA)  established  (lovernment 
Performance  and  Results  Act  (CCPRA) 
measures,  and  (2)  to  properly  abide  by 
ana’s  congressionally-mandated 
.statute  (42  United  States  (Code  2991  et 
seq.)  found  within  the  Native  American 
Programs  Act  of  1974,  as  amended, 
which  states  that  ANA  will  evaluate 
projects  assisted  through  ANA  grant 
dollars  ‘‘including  evaluations  that 
describe  and  measure  the  imjiact  of 
such  projects,  their  effectiveness  in 
achieving  stated  goals,  their  impact  on 
related  programs,  and  their  structure 
and  mechanisms  for  delivery  of 
.services.”  The  information  collected 
with  this  survey  will  fulfill  ANA's 
statutory  reiiuirement  and  will  also 
.serve  as  an  important  planning  and 
jierformance  tool  for  ANA. 

Hes})ondents:  Tribal  Covernments, 
Native  American  nonprofit 
organizations,  and  Tribal  Colleges  and 
Universities. 
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Annual  Burden  Estimates 


Instrument 

Number  of 
respondents 

Number  of 
responses  per 
respondent 

Average 
burden  hours 
per  response 

Total  burden 
hours 

ANA  Project  Impact  Assessment  Survey  . 

85 

1 

6 

510 

Fstiinatcui  Total  Annual  Burden 
Honrs:  510. 

In  (:oin])lian(:e  with  the  re(]nireinents 
ol  Section  50(i(c)(2)(A)  oi  the  Ba])er\vork 
Reduction  Act  of  1905.  the 
Administration  for  Children  and 
Families  is  soliciting  jjuhlic  comment 
on  the  specific  aspects  of  the 
information  collection  described  above. 
(Copies  of  the  j)roj)o.sed  collection  of 
iidbrmation  can  In;  obtained  and 
comments  may  he  forwarded  by  writing 
to  the  Admini.stration  for  Children  and 
Families,  Office  of  Planning,  Re.search 
and  Evaluation,  370  L'Enfant 
Promenade  S\V.,  Washington,  DC  20447, 
Attn:  A(iF  Re|)orts  Clearanctj  Officer. 
Email  addre.ss: 

infocoihi(:tion@(u:f .hhs.gov.  All  recpiests 
.should  he  identified  hy  the  title  of  the 
information  collection. 

The  D(!|)artmenl  sj)ecifically  recjuests 
comments  on:  (a)  Wliether  the  proposed 
collection  of  information  is  mices.sarv 
for  the  j)roper  performance  of  the 
functions  f)f  the  ag(;ncy.  including 
wheth(!r  llu!  information  shall  have 
practical  utility;  (h)  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
j)ro|)o.s»!d  collection  of  information:  (c) 
the  (piality,  utilitv,  and  claritv  of  the 
information  to  he  collected:  and  (d) 
ways  to  minimize  the  burden  of  the 
collection  of  information  on 
respondents,  including  through  the  use 
of  automated  collection  techni(]ues  or 
other  forms  of  information  technology. 
(Consideration  will  h(!  given  to 
comments  and  suggestions  submitted 
within  (it)  days  of  this  ])ublication. 

Robert  Sargis. 

livpm  ts  CAvarancv  Officf^r. 

II'R  D(k;.  2(n:t-(n.")77  rilod  H:4rj  am! 

BILLING  CODE  41 84-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-201 2-N-0876] 

Agency  Information  Collection 
Activities;  Submission  for  Office  of 
Management  and  Budget  Review; 
Comment  Request;  Pretesting  of 
Tobacco  Communications 

AGENCY:  Food  and  Drug  Aclministration. 
MHS. 


action:  Notice. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing 
that  a  proposed  collection  of 
information  has  been  submitted  to  the 
Office  of  Management  and  Budget 
(OMB)  for  review  and  clearance  under 
the  Paperwork  Reduction  Act  of  1995 
(the  PRA). 

DATES:  Fax  written  comments  on  the 
collection  of  information  by  February 
25,2013. 

ADDRESSES:  To  ensure  that  comments  on 
the  information  c:ollection  are  received, 
OMB  recommends  that  written 
comments  be  faxed  to  the  Office  of 
Information  and  Regulatorv  Affairs, 
OMB,  Attn:  FDA  Desk  Officer,  FAX: 
202-395-7285.  or  emailed  to 
oir(i_siil)niission@oml).ooi).gov.  All 
comments  should  he  identified  with  the 
OMB  control  numher  0910-0074.  Also 
include  the  FDA  docket  number  found 
in  brackets  in  the  heading  of  this 
document. 

FOR  FURTHER  INFORMATION  CONTACT: 
Daniel  (fittleson.  Office  of  Information 
Management,  Food  and  Drug 
Administration,  1350  Piccard  Dr.,  P150- 
400B.  Rockville.  MD  20850,  301-790- 
51 50.  dciniol.gHtloson@hhi.hhs.gov. 
SUPPLEMENTARY  INFORMATION;  In 
comiiliance  with  44  IJ.S.C.  3507,  FDA 
has  submitted  the  following  proiiosed 
collection  of  information  to  OMB  for 
review  and  clearance. 

Pretesting  of  Tobacco 
(’.oinmunications — (OMB  (Control 
Number  0910-0074) — Extension 

In  order  to  conduct  educational  and 
public  information  jirograms  relating  to 
tobacco  n.se,  as  authorized  by  .section 
10()3(d)(2)(D)  of  the  Federal  Food,  Drug, 
and  ('.osmetic  Act  (the  FDfsi(]  Act)  (21 
IJ..S.(;.  393(d)(2)(D)),  and  to  develop 
stronger  health  warnings  on  tobacco 
packaging  as  authorized  by  the  I'amily 
.Smoking  Prevention  and  Tobacco 
(’.ontrol  Act  (Tobacco  C’.ontrol  Act),  it  is 
beneficial  for  FDA  to  i:onduct  re.search 
and  studies  relating  to  the  control  and 
prevention  ofdisea.se  as  authorized  hy 
section  301  of  the  Public  Health  Service 
Act  (42  U.S.H.  241(a)).  In  conducting 
such  research,  FDA  will  employ 
formative  jiretests  to  as.se.ss  the  likelv 
effectiveness  of  tobacco 


communications  with  specific  target 
audiences. 

The  information  collected  will  serve 
two  major  pur])o.ses.  First,  as  formative 
research  it  will  provide  the  critical 
knowledge  needed  about  target 
audiences.  I'DA  mu.st  first  understand 
critical  influences  on  jieople's 
decisionmaking  proce.ss  when  choosing 
to  use,  not  u.se,  or  (juit  using  tobacco 
products.  In  addition  to  uiKler.standing 
the  decisionmaking  proces.ses  of  adults, 
it  is  also  critical  to  understand  the 
decisionmaking  ])roce.sses  among 
adolescents  (ages  13  to  17),  where 
communications  will  aim  to  discourage 
lohacc:o  use  before  it  starts.  Knowledge 
of  the.se  decisionmaking  jirocesses  will 
be  applied  by  k'DA  to  help  design 
effective  communication  .strategies, 
mes.sages,  and  warning  labels.  .Second, 
as  initial  te.sling,  it  will  allow  FDA  to 
assess  the  ])otential  effectiveness  of 
messages  and  materials  in  reaching  and 
successfully  communicating  with  their 
intended  audiences.  Pretesting  me.ssages 
with  a  sample  of  the  target  audience 
will  allow  FDA  to  refine  mes.sages  wliile 
they  are  still  in  the  developmental  stage. 
By  utilizing  a])propriate  (pialitative  and 
(luantitalive  methodologies,  FDA  will  be 
able  to:  (1)  Belter  understand 
characteristics  of  the  target  audience — 
its  attitudes,  beliefs,  and  behavior.s — and 
u.se  risk  communications;  (2)  more 
efficiently  and  effectively  design 
me.ssages  and  select  formats  that  have 
the  greatest  potential  to  infiuence  the 
target  audience’s  attitudes  and  behavior 
in  a  favorable  way;  (3)  determine  the 
best  promotion  and  distribution 
channels  to  reach  the  target  audience 
with  apjiropriate  me.ssages:  and  (4) 
exjKMid  limited  program  resource 
dollars  wisely  and  effectively. 

In  the  Federal  Register  of  August  17, 
2012  (77  FR  49819),  FDA  imblished  a 
(iO-day  notice  retpiesting  public 
comment  on  the  proposed  collection  of 
information.  'Three  comments  were 
received,  which  included  one  comment 
that  was  not  PRA-related  and  beyond 
the  .sco])e  of  this  document,  and  one 
comment  that  was  in  full  support  of 
lirelesting  tobacco  communications.  The 
third  commenter  iiulicated  that  the 
authorizing  .statute  was  incorrectly 
identified.  The  correct  authorizing 
.statute  is  section  l()()3(d)(2)(D)  of  the 
f’DKf"  Act.  The  commenter  also 
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indicated  that  there  was  not  enough 
intormation  provided  ahont  the  design 
and  inetliodology  ot  the  pretests  and  the 
studies  to  effectively  comment  on  the 
colhiction  of  information.  In  nisponse, 
the  information  colh'ction  is  for  a  hroad 


spiHlnnn  of  j)retests  and  studies  using 
a  variety  of  methodologies  and  is 
de])endent  on  the  material  being  tested 
and  the  target  amlience.  Fach  separate 
collection  and  ])retest  will  he  submitted 
for  ()M15  review  and  approval  prior  to 


the  collection  or  pretest  being  released 
to  the  public. 

FDA  e.stimates  the  burden  of  this 
collection  of  information  as  follows: 


Table  1— Estimated  Annual  Reporting  Burden  ^ 


Activity 

Number  of 
respondents 

Number  of 
responses  per 
respondent 

Total  annual 
responses 

Average  burden  per  response 

Total  hours 

Individual  In-Depth  Interviews . 

360 

1 

360 

0.75  (45  minutes)  . 

270 

General  Public  Focus  Group  Inter- 

144 

1 

144 

1.5  hours  . 

216 

views. 

Intercept  Interviews:  Central  Loca- 

600 

1 

600 

0.25  (15  minutes)  . 

150 

tion. 

Intercept  Interviews;  Telephone  ^  . 

10,000 

1 

10,000 

0.08  (5  minutes)  . 

800 

Self-Administered  Surveys . 

2,400 

1 

2,400 

0.25  (15  minutes)  . 

600 

Gatekeeper  Reviews . 

400 

1 

400 

0.50  (30  minutes)  . 

200 

Omnibus  Surveys . 

2,400 

1 

2,400 

0.17  (10  minutes)  . 

408 

Total  (General  Public) . 

16,304 

2,644 

Physician  Focus  Group  Interviews  ... 

144 

1 

144 

1.5  hours  . 

216 

Total  (Physician)  . 

144 

216 

Total  (Overall)  . 

16,448 

2,860 

’  There  are  no  capital  costs  or  operating  and  maintenance  costs  associated  with  this  collection  ot  information. 

2  Brief  interviews  with  callers  to  test  message  concepts  and  strategies  following  their  call-in  request  to  the  FDA  Center  for  Tobacco  Products 
1-800  number. 


The  nnmher  of  respondents  to  he 
included  in  each  new  |)rete.st  will  vary, 
de|)ending  on  the  nature  of  the  material 
or  message  being  tested  and  the  target 
audience.  Howev(!r.  for  illn.strative 
purposes,  table  1  ])rovides  examples  of 
the  types  of  studies  that  may  he 
administered  and  estimated  burden 
levels  that  may  he  incurred  during  each 
year  of  the  3-year  period.  Time  to  read, 
view,  or  listen  to  the  message  being 
tested  is  built  into  the  “Hours  jjer 
Response"  figures. 

Dated:  lanuarv  17.  201.3. 
l.eslie  Kiix, 

Assistant  (ionnnissionnr  for  Policy. 

IKK  Dee.  2()i;<-()144.'5  Filed  l-24-i:i:  H:4.t  am| 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-201 2-N-0032] 

Agency  Information  Collection 
Activities;  Submission  for  Office  of 
Management  and  Budget  Review; 
Comment  Request;  Antimicrobial 
Animal  Drug  Distribution  Reports 
Under  Section  105  of  the  Animal  Drug 
User  Fee  Amendments  of  2008 

AGENCY:  P’ood  and  Drug  Administration, 
HH.S. 


ACTION:  Notice. 


SUMMARY:  riu!  Food  and  Drug 
Administration  (FDA)  is  announcing 
that  a  projjoscd  collection  of 
information  has  been  submitted  to  the 
Office  of  Management  and  Budget 
(OMB)  for  review  and  clinirance  under 
the  Paperwork  Reduction  Ac:t  of  109.5. 

DATES:  Fax  written  comments  on  the 
collection  of  information  hv  Fehrnarv 
25,2013. 

ADDRESSES:  To  ensure  that  comments  on 
the  information  collection  are  received, 
OMB  recommends  that  written 
comments  he  faxed  to  the  Office  of 
Information  and  Regulatory  Affairs, 
OMB.  Attn:  FDA  Desk  Officer.  FAX: 
202-39.5-7285,  or  emailed  to 
oir(i_suhiiiission@onib.(H)p.<>ov.  All 
comments  should  he  identified  with  the 
OMB  control  nnmher  0910-0059  and 
title,  “Antimicrobial  Animal  Drug 
Di.strihution  Reports  Under  Section  105 
of  the  Animal  Drug  User  Fee; 
Amendments  of  2008.”  Also  include  the 
FDA  docket  numh(!r  found  in  hrac:ket.s 
in  the  heading  of  this  document. 

FOR  FURTHER  INFORMATION  CONTACT: 
jonna  Ciajjezzuto,  Office  of  Information 
Management.  Food  and  Drug 
Administration,  1350  Piccard  Dr.,  P150- 
400B,  Rockville,  MD  20850,  301-790- 
3794, 

JoniKiIvnn. capnzzuto@fda.hlis.gov. 


SUPPLEMENTARY  INFORMATION:  In 
comjjliance  with  44  U.S.CL  3507.  FDA 
has  snhmittiKl  the  following  proposed 
collection  of  information  to  OMB  for 
review  and  clearance.  Antimicrobial 
Animal  Drug  Distribution  Reports 
Under  Section  105  of  the  Animal  Drug 
User 

Fee  Amendments  of  2008 — (OMB 
(Control  Number  0910-0059) — Extension 

Section  105  of  the  Animal  Drug  User 
Fee  Amendments  of  2008  (ADUFA  II) 
(Pub.  L.  310)  amended  .section  512  of 
the  Federal  Food,  Drug,  and  (iosmetic 
Act  (the  FD&U  Act)  (21  U.S.U.  300h)  by, 
among  other  things,  creating  .section 
512(1)(3)  to  require  that  the  sponsor  of 
each  new  animal  drug  that  contains  an 
antimicrobial  agent  submit  an  annual 
re])ort  to  FDA  on  the  amount  of  each 
antimicrobial  active  ingredient  in  the 
drug  that  is  sold  or  distributed  for  u.se 
in  food-producing  animals,  including 
information  on  any  distrihutor-laheled 
])rodnct.  The  legislation  was  enacted  to 
address  the  problem  of  antimicrobial 
resistance  and  to  help  ensure  that  FDA 
has  the  necessary  information  to 
examine  .safety  concerns  related  to  the 
use  of  antibiotics  in  food-producing 
animals  (154  (Congressional  Record 
H7534). 

Fach  report  must  specify:  (1)  The 
amount  of  each  antiinicrol)ial  active 
ingredient  by  container  size,  strength. 


5464 


Federal  Register / Vol.  78,  No.  17/Friday,  January  25,  2013/Noti(:es 


and  dosage  lorin;  (2)  (luantities 
distributcul  domestically  and  quantities 
exj)orfed:  and  (3)  a  listing  ol  the  target 
animals,  indications,  and  production 
classes  that  are  specificul  on  the 
approved  label  of  llie  product.  'I'he  first 
report  under  the  .statute  was  to  he 
.suhinittiul  not  later  than  March  21, 

2010. 

The  r(;pf)rt  covered  the  ])eriod  of  the 
j)r(!ceding  calendar  year  and  incliuhul 
.sei)arate  information  for  each  month  of 
the  calendar  year. 

We  an;  now  seeking  to  further 
im|)lem(mt  the  statutory  nuiuirements  of 
ADIJFA  11  and  enhance  its  i)uhlic  health 
and  safety  mission  as  envisioned  hv 
('.ongress  by  introducing  an  electronic 
form  for  the  suhmi.ssion  of  the  reciuired 
annual  rept)rts  under  ADDFA  II.  The  e- 
form  FDA  3744a  will  enable  spon.sors  to 
submit  electronicallv  and  caj)ture  all 
information  as  mandated  hv  .Section  lO.'S 
of  ADIJFA  II.  Form  FDA  3744  will 


continue  to  he  designated  for  j)a])er 
submissions. 

List  of  information  reciuinul  on  form 
FDA  3744  and  e-form  FDA  3744a: 

•  Application  Type; 

•  Aj)plication  Number 

•  Firm  Name 

•  Do.sage  Form(.s) 

•  Production  (Jla.s.s(es) 

•  Animal  .Sjiecie.s — Food  Animal  or 
F’ood  and  Non-F'ood  Animal 

•  Indications 

•  Active  Ingredient(s) 

•  Dome.stic  Quantities 

Unit  of  Measure  for  All  Active 
Ingredients 

(Calendar  Year 

Quantity  Sold  by  Month  for  All 
Active  Ingredients 

Annual  Total  .Sold  for  All  Active 
Ingredients 

•  Export  Quantities 

Unit  of  Measun;  for  All  Active 
Ingredients 


Calendar  Year 

Quantity  Sold  by  Month  for  All 
Active  Ingredients 

Annual  Total  .Sold  for  All  Active 
Ingredients 

•  Individual  Product  Information  for 
All  Active;  Ingredients 

Dosage  Form 
Container  .Size 
(Container  Units 
Active  Ingredient  .Strength 

•  Quantities  of  Individual  Products 
.Sold  or  Distributed  (Domestic  and 
Ex])ort) 

Unit  of  Measure  for  All  Active 
Ingredients 

Quantity  Sold  by  Month  for  All 
Active  Ingredients 

Annual  Total  .Sold  for  All  Active 
Ingredients 

FDA  estimates  the  burden  of  this 
collection  of  information  as  follows: 


Table  1— Estimated  Annual  Reporting  Burden’ 


FD&C  Act  section 
512(1  )(3) 

Form  FDA  No. 

Number  of 
respondents 

Number  of 
responses  per 
respondent 

Total  annual 
responses 

Average 
burden  per 
response 

Total  hours 

Capital  costs 

Annual  Reports  for 

3744  . 

14 

5.9 

83 

60 

4,980 

$6,975 

Sponsors  With 
Active  Applica¬ 
tions — Paper 
Submission. 

Annual  Reports  for 

e-Form  3744a  . 

12 

6.7 

80 

50 

4,000 

0 

Sponsors  With 
Active  Applica¬ 
tions — Electronic 
Submission. 

1 

Annual  Reports  for 

3744  . 

13 

6.2 

81 

2 

162 

0 

Sponsors  With 
Inactive  Applica¬ 
tions — Paper 
Submission. 

Annual  Reports  for 

e-Form  3744a  . 

11 

7.3 

80 

2 

160 

0 

Sponsors  With 
Inactive  Applica¬ 
tions — Electronic 
Submission. 

Total  . 

9,302 

$6,975 

’  There  are  no  operating  and  maintenance  costs  associated  with  this  collection  of  information. 


The  total  annual  responses  were 
calculated  by  multiplying  the  number  of 
nrspondents  times  the;  number  of 
res|)onses  per  res])ondent.  Total  burden 
hours  were  calculated  by  multiplving 
total  annual  resj)onses  times  the  avrrrage 
hurdrrn  jjer  response.  As  explained  in 
the  su|)|)orting  statement  for  the  subject 


collection  of  information  (OMB  control 
number  OtflO-Oti.')!)).  the  initial  one-time 
ca])ital  costs  are  for  the  design  of  tin; 
report.  Here,  e-form  FDA  3744a  and 
reporting  via  the  Electronic  .Submission 
Cateway  are  jmrvided  by  FDA.  Thus, 
the  remaining  cost,  as  de.scribed  in 
aj)j)roved  OMB  control  numberr  0910- 


OO.'jO  is  .SO. 97.')  per  vear  (3  hours  x 
.S40..')0  wage  rate  x  ."^O  s])onsor.s)  = 

.SO, 97.').  FDA  believes  that  the  .s])on.sors 
alr(;ady  |)ossess  the  comj)uter 
ecpiilJinent  needed  to  pre])are  the  re])ort 
.so  that  additional  cajiital  expenditures 
will  not  be  neces.sarv. 
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Table  2 — Estimated  Annual  Recordkeeping  Burden  ^ 


21  CFR  514.80(b)(5) 

Number  of 
recordkeepers 

Number  of  records 
per  recordkeeper 

Total  annual 
records 

Average  burden 
per  recordkeeping 

Total  hours 

Records  and  reports  concerning  experi¬ 
ence  with  approved  new  animal 
drugs — special  drug  experience  re¬ 
port  . 

34 

1 

34 

2 

68 

’  There  are  no  capital  costs  or  operating  and  maintenance  costs  associated  with  this  collection  of  information. 


Total  annual  records  werr;  calculated 
by  multiplying  the  number  of 
recordkeepers  times  the  nmnber  of 
records  |)er  re(;ordkeeper.  Total  hours 
were  calculated  by  multiplying  total 
annual  ret:ords  times  the  average  burden 
])er  recordkeeping. 

In  the  Federal  Register  of  Januarv  17, 
2012  (77  FR  2.302),  FDA  i)uhlishe(ra  00- 
day  notice  rerpie.sting  public  comment 
on  the  proj)osed  collection  of 
information  to  which  three  comments 
vvrrre  receivrnl:  two  from  organizations 
and  one  from  a  member  of  Congress. 

Th(j  commenters  generally  su])ported 
the  collection  of  sales  data,  anrl  stated 
that  this  information  would  he  useful  in 
assessing  antimicrobial  drugs  used  in 
food-])roducing  animals  to  brdter 
address  the  ])rohlem  of  antimicrohial 
nrsistance.  One  commenter  stated  that 
the  information  supplicul  by  drug 
com|)anies  should  he  suhmitted  in  a 
format  that  would  allow  it  to  he  easily 
merged  with  data  from  other  FDA 
databases. 

beyond  the  scope  of  this  k’ederal 
Register  notice,  all  commenters 
r(!Commended  collection  of 
antimicrohial  u.se  information  in 
addition  to  the  current  reciuirements  of 
ADUFA  fl  sales  reporting.  All 
commenters  also  ret;ommended 
revisions  to  the  jjuhlic  reporting  of  the 
data  being  collected.  The  commenters 
nuiuested  FDA  rejjort  sales  of 
antimicrohial  drug  classes  by  month,  hy 
route  of  administration,  hy  indication, 
hy  over-the-counter  or  prescaiption 
status,  or  grouj)ed  hy  their  im])ortance 
in  human  medicine.  It  was 
recoin menchid  that  FDA  collect  and 
publicly  report  distribution  information 
down  to  the  state  or  regional  level. 
ADUFA  II  rerpiires  that  no  class  with 
fewer  than  three  distinct  s])onsors  of 
ajiproved  aj)plications  shall  he 
independently  reijorted;  it  was 
recommended  that  FDA  seek  additional 
authority  from  Congress  to  rejiort  sales 
figures  for  all  antimicrohial  clas.ses 
regardless  of  the  number  of  distinct  drug 
s])onsors.  There  was  also  a 
recommendation  that  all  of  the 
information  collected  he  made  jnihlicly 
available  in  a  searchable  database. 


I<’DA  has  considered  the  comments, 
but  at  this  tinu!  w(!  can  oidy  require  the 
submission  of  information  on  the  new  e- 
form  FDA  3744a  that  is  expnissly 
re(|uired  to  be  submitted  by  .section 
.512(1)(3)  of  the  F’D&('  Act.  We  are 
pursuing  notice  and  comment 
rulemaking  to  codify  these 
recjulrements,  and  an;  currtnitly 
asse.ssing  any  additional  data 
recjuirements.  In  this  regard,  F’DA 
]nihlished  an  Advance  Notice  of 
l’roj)osed  Rulemaking  on  July  27.  2012, 
in  which  FDA  solicited  comment  on  the 
following:  (1)  VVh(;ther  FDA  should 
reejuire  suhmission  of  an  estimate;  of  the 
amount  of  antimicrobial  ingredient  .sold 
or  distributed  for  use  in  each  aj)proved 
food  animal  species,  (2)  how  FDA  can 
best  compile  and  pr(;sent  reepiired 
summary  information,  and  (3) 
alternative  methods  there  may  be  for 
obtaining  additional  data  and 
information  about  the  extent  of 
antimicrohial  drug  u.se  in  food- 
j)n)ducing  animals  and  an;  there 
alternative  methods  the  Agency  can 
em])lov  within  its  (;xisting  authority. 

Dat(;(l:  laiuuiry  17.  2013. 

Leslie;  Kux, 

Assislanl  (Jonuiiissionar  for  Policy. 

IKK  Doc.  2()i:i-(n44()  Kilod  l-24-i;i:  8:4.")  am| 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-201 2-N-0001] 

Vaccines  and  Related  Biological 
Products  Advisory  Committee;  Notice 
of  Meeting 

agency:  Food  and  Drug  Administration, 

mis. 

action:  Notice. 

'This  notice  announces  a  forthi;oming 
meeting  of  a  public  advisory  committee 
of  the  FT)od  and  Drug  Administration 
(FDA).  The  meeting  will  he  ojien  to  the 
])uhlic. 

\kiiiu;  of  Coiumittcc:  Vaccines  and  Kelat(;d 
Biological  Products  Advisory  Gonuniltee. 


dcncrol  Function  of  the  (A)nnnittcc:'\'o 
provide;  advice  and  recoininendalions  to  ihe 
Agency  fin  MDA’s  regulatory  issues. 

Dote  and  VV/ne.  The  ineciting  will  he  held 
on  I'ehruary  27.  2013  h(;tw(;(;n  ap])roxiinat(;ly 
8:30  a. Ill.  and  2:4.t  ]).ni. 

Location:  National  Institutes  of  Health 
(Nlll)  Fishers  Lane  Conlerence  Genter. 

Terrace  Level,  Rooms  508-.t10,  .563.5  K’ishers 
Lam;.  Rockville.  MD.  20852.  Pleasi;  enter  the 
huilding  tlirough  the  main  front  entrance  on 
Fishers  Lane  and  take  the  i;levators  down  to 
the  T-Terrace  Level.  For  those  unahle  to 
attend  in  p(;rson.  the  meeting  will  also  he 
wehcast.  The;  link  for  the  W(;hcast  is  available 
at  http://vidcocast.nih. gov. 

dontact  Person:  Donald  \V.  |elin  or  Denise 
Royster.  Genl(;r  for  Biologies  Fvaluation  and 
Research  (llFM-71).  Food  and  Drug 
Administration.  1401  Rockville  Pike, 
Rockville.  MD  20852.  301-827-0314.  or  FDA 
Advisorv  (’.onimill(;(;  liiforination  Line;,  1- 
800-741-8138  (301-44:1-0572  in  the 
Washington.  DC  area).  A  notice  in  llu; 

F(;il{;i'al  Register  ahoul  last  niinule 
modificalions  that  impact  a  previously 
anuouiiced  advisory  conniiilt(;e  nie(;ling 
cannol  always  he  |)uhlished  (piickly  enough 
to  provide  timely  notice.  I'lierefore.  you 
should  alwavs  check  the  Agenc:v's  Weh  site 
at  http://\v\v\v.fda.gov//\dvisorvdonunittees/ 
default. htin  and  si:roll  down  to  the 
aiiprojiriate  advisory  coniniill(;t;  me{;ting  link, 
or  call  Ihe  advisory  coniniitt(;e  information 
liiu;  to  learn  ahoul  jiossihle  modificalions 
hefore  coming  to  tin;  m(;eling. 

Agenda:  Fehruary  27.  2013.  the 

committee  will  meet  in  open  session  to 
disf:uss  and  make  r(;coniniendations  on  llu; 
.s(;lection  of  strains  to  he  iiu:luded  in  llu; 
influ(;nza  virus  vaccine  for  the  2013-2014 
influ(;nza  s(;ason. 

FDA  intends  to  make  hackground  material 
availahle  to  the  puhlic  no  later  than  2 
husiness  days  hefori;  the  nu;eling.  If  FDA  is 
unalile  to  post  Ihe  hackground  niat(!rial  on  its 
Weh  site  |)rior  to  tlu;  nuuiling.  llu;  hackground 
material  will  In;  made  puhlicly  availahh;  at 
Ihe  location  of  the  advisorv  commillei; 
nu;(;ling,  and  Ihe  hackground  mat(;rial  will  In; 
])osted  on  FDA’s  W(;h  site  afl(;r  Ihe  meeting. 
Background  material  is  availahle  at  http:// 
WWW. fda.gov/Advisorydonunittees/daIendar/ 
default. httn.  Scroll  down  lo  llu;  ap])ro|)rial(; 
advisory  commillei;  meeting  link. 

Procedure:  Interiisted  |n;rsons  may  inesenl 
data,  information,  or  views,  orally  or  in 
writing,  on  issuiis  piinding  hefore  the 
commitl(;e.  Written  suhmissions  may  In; 
made  to  llu;  contact  piirson  on  or  hefore 
Fehruary  26.  2013.  {)ral  ])resentations  from 
llu;  juihlic  will  he  sclunluled  hetween 
ajjproximalely  12:35  p.m.  and  1:35  p.m. 

Those  indiviiluals  interested  in  making 
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ioriiiiil  oral  prosoiitalions  should  notiiy  llio 
contact  |K;rsoM  and  sul)niit  a  l)ri(d  statonuuit 
ol  tlio  }>iMU!ral  natun;  of  tin;  ovidonct!  or 
ar)>iiiiu!iits  tli(!y  wish  to  |)r(!S(!iit.  tho  iianuis 
and  addresses  oi  |)ro))os(ul  |)articipants.  and 
an  indication  ol  tlu;  a|)proxiinate  tinu; 
nupiesttid  to  make  their  |)r(!S(!ntation  on  or 
hiifore  l•'ehruary  12.  2t)13.  Tiine  allotted  idr 
(!ach  pr(!sentation  may  he  limitiul.  II  the 
mnnlxir  ol  n^^istrants  nH|uesting  to  sp(mk  is 
f>r(!at(!r  than  can  he;  reasonahly 
accommodated  durinj>  the  scluulnhul  op(m 
piihlic  hiiarin”  s(;ssion.  i  nA  may  conduct  a 
lottc!rv  to  {h;termine  the  speakers  for  the 
scdieciuled  open  puhlii:  heariii}*  S(!Ssion.  TIk! 
contact  ))(;rson  will  notiiy  intenssted  persons 
r(?}>arding  tlunr  rtupuist  to  spcsik  by  ^’(!l)ruary 
13.2()i:i. 

Persons  attending  FDA’s  advisory 
committei!  meetings  are  advis(!d  that  the 
Agency  is  not  resjujiisihle  for  providing 
access  to  eliH.trical  outlets. 

FDA  welcomes  the  attendanci!  of  the 
|)uhlic  at  its  advisory  cominitte(!  niecitings 
and  will  make  every  effort  to  accommodate! 
pcirsons  with  physical  disahilities  or  spcicial 
needs.  If  von  r(H)uir(!  s))ecial  accommodations 
du(!  to  a  disahility.  ))h!as(!  contact  Donald  \V. 
hihii  or  Deiiiise  Kovster  at  least  7  days  in 
advance  of  tin:  meeting. 

FDA  is  committed  to  the  orderly  conduct 
of  its  advisory  committee  meetings.  Please 
visit  our  Weh  site  at  http://\\  \\  iv.f(l<i.g(>\'/ 

A(h  ison  'Con  i  m  ill  nt;s/ 

Al)nul/\d\’isniy(A)tutmlUH‘s/m:m  1 1 14ti2.htm 
for  procediircis  on  |)uhlic  {:onduc:l  during 
aelvisorv  committee  meetings. 

Notice  of  this  meeting  is  given  under  the 
Federal  Advisory  (iommittee  Act  (.5  U..S.(;. 
app.  2). 

Dated:  Ianuan  22,  2013. 
fill  Ilart/.ler  Warner. 

Arlnifi  Associdta  CA>mmis!ii()n(;r  for  Spacial 
Medical  Proiiiains. 

|I■■R  Doc.  2(n:t-(n.")(il  Filed  l-24-i:t:  K:4.')  am| 
BILLING  CODE  4160-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Center  for  Scientific  Review;  Notice  of 
Closed  Meetings 

Pursuant  to  .soction  1  ()((!)  of  tho 
Fodoral  Advisory  (]oniinittoo  Act.  as 
ainondod  (5  II.S.C.  A|)]).).  notice  is 
lion;l)y  given  of  tlie  following  meetings. 

The  meetings  will  hi!  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  .sections 
.5.52l)(c)(4)  and  552l)(c)((i).  Title  5  D.S.C., 
as  amended.  The  grant  applications  and 
the  di.scn.ssions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
ap])lication.s,  the  disclosure  of  wliich 
would  constitute  a  clearly  unwarranted 
invasion  of  jiersonal  privacy. 


i\aim;  of  (ioiiimittee:  P()|uilnli(m  Scicnccis 
and  Fpidumiolugy  Inicgralcd  Review  (Jroup. 
Behavioral  (lenelics  and  F])idemiol()gy  Study 
.Section. 

Dale:  February  20.  2013. 

Time:  8:00  a.iii.  lo  7:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  .Sir  Francis  Drake  Hotel.  450  Powell 
.Street  at  .Sutt(!r.  .San  Francisco.  C.A  94102. 

(ionlacl  Person;  (Jeorge  Vogler.  Ph.D.. 
.Scientific  Review  Officer.  PSF  IRC.  Center  for 
.Scientific  Review.  National  Institutes  of 
Health.  0701  Roi  kledge  Drive.  Room  3140. 
Bethesda.  MD  20892.  301-433-0t)94. 

Same  of  (iommitlee:  Immunology 
Integrated  Review  (Jroiip.  Immunity  and  Host 
Defense  .Study  .Section. 

D(de:  Fehruary  21-22.  2013. 

Time:  8:00  a.m.  to  5:00  ji.m. 

Agenda:  To  review  and  evaluate  grant 
a|)plication.s. 

Place:  Dallas  Marriott  .Suites  Medical/ 
Market  Center.  2493  North  .Slemmons 
Freeway,  Dallas,  TX  75207. 

Contaci  Person:  Patrick  K  Lai.  Ph.D.. 
.Scientifit:  Review  Officer,  (ienter  for 
.Scientific  Review.  National  Institutes  of 
Health.  0701  Rockledge  Drive.  Room  2215, 
M.St:  7812.  Bethesda.  MD  20892.  301-435- 
1 052.  I(np&csr. nih.gov. 

Same  of  CommiUee:  Fmerging 
Technologies  and  Training  Neurosciences 
Integrated  Review  Croup,  Molecular 
Neurogenetics  .Study  .Section. 

I)(de:  February  21-22.  2013. 

'Time:  8:00  a.m.  to  5:00  p.m. 

Agenda:  To  review  and  evaluate  grant 
ap|)licalions. 

P/occ-;  .Sheraton  Delfina  .Santa  Monica 
Hotel.  530  West  Pico  Boulevard,  .Santa 
Monica.  CA  90405. 

(ionlacl  Person:  Fugene  (iarstea.  Ph.D.. 
.Scientific  Review  ()ffic:er.  (ienter  for 
Scientific  Review.  National  Institutes  of 
Health.  0701  Rockledge  Drive.  Room  5194. 
M.SC  7840.  Bethesda.  MD  20892.  (301)408- 
9 7 5 () .  ca rslea e@csr. nih.gov. 

Same  of  CommiUee:  (ienes.  Cenomes.  and 
Cenetics  Integrated  Review  Ciroup, 
Prokaryotic;  Cell  and  .Molecular  Biology 
.Study  .Section. 

Date:  Fciftruary  21, 2013. 

'Time:  8:00  a.m.  to  0:00  ]).m. 

Agenda.  To  review  and  evaluate  grant 
ap|)lications. 

Place:  Renaissance  M  .Street  Hoti:l,  1143 
New  Hami)shire  Avenue.  NW..  Washington. 
DC  20037. 

Contact  Person:  Dominiciue  l.orang-Leins. 
Ph.D..  .Scientific  Review  Officer.  National 
Institutes  of  I  lealth,  (’.enter  for  Scientific 
Review.  (>701  Rockledge  Drive,  Room  5108. 
M.SC  7700.  Bethesda.  MD  208‘I2. 

301 .32().9721 ,  Lorangdiamail.nih.gov. 

Same  of  Committee:  Cardiovascular  and 
Respiratory  .Sciences  Integrated  Revii:w 
(froup.  Myocardial  Ischemia  and  Metabolism 
.Study  .Section. 

Dcde;  February  21-22.  2013. 

'l  ime:  8:00  a.m.  to  12:00  ]).m. 

Agenda:'l'o  review  and  evaluate  grant 
ap])lications. 

Place:  Fmbassy  .Suites  Alexandria,  1900 
Diagomd  Road.  .Alexandria,  YA  22314. 


Contact  Person:  Kimm  Hamann,  Ph.D., 
.Scientific  Review  Officer,  Center  for 
.Sc;ientific  Review.  National  Institutes  of 
Health,  ()701  Rockledge  Drive,  Room  4118A, 
M.SC  7814.  Bethesda.  MD  20892,  301-43.5- 
5575,  hamannkjiacsr.nih.gov. 

Same  of  Committee:  Cenes.  Ceuoines.  and 
Cenetics  Integrated  Rev  iew  Crou]).  Molecular 
Cenetics  A  .Studv  .Sciction. 

Date:  February  21-22,  2013. 

Time:  8:00  a.m.  to  IcOO  p.m. 

Agendo;  To  review  and  evaluate  grant 
a|)plication.s. 

P/ocf!.- Renaissance  M  Stniet  Hotel.  1143 
New  Ham))sbire  Avenue  NW.,  Washington. 
DC  20037. 

Contact  Person:  Michael  M  .Sveda,  Ph.D., 
.Scientific  Review  Officer,  (iiinter  for 
.Sc:ientific:  Review,  National  Institutes  of 
Health.  0701  Rockledge  Drive,  Room  1114, 
M.SC  7890.  Bethesda.  MD  20892.  301-43.5- 
3505.  svedamiacsr.nih.gov. 

Same  of  Committee:  Molec.idar,  C’ellular 
and  D(!velo|)nienlal  Neuroscience  lnt(!graled 
Review  Crou]),  Neural  Oxidative  Metabolism 
and  Death  Study  .Section. 

Date:  Fehruary  21-22.  2013. 

Time:  8:00  a.m.  to  12:00  ]).m. 

Agenda:'\'o  review  and  evaluate  grant 
a))|)lications. 

Place:  Fairmont  Hotel  .San  Francisco.  950 
Mason  .Sireel.  .San  Francisco.  CA  94108. 

Contact  Person:  Curo]  Hamelink,  Ph.D.. 
.Scienlific  Review  Officer,  (kinter  for 
.Scientific,  Review.  National  Inslitules  of 
Health,  0701  Rockledge  Drive.  Room  4192, 
MSC  7850.  Bethesda.  MD  20892.  (301)  213- 
9887.  hamelinciacsr.nih.gov. 

Same  of  Committee:  Bioengineering 
.Sciences  K-  Technologies  Integratcid  Reviiiw 
Crou]),  Cline  and  Drug  Delivery  .Systems 
.Study  .Section. 

Date:  February  21-22,  2013. 

Time:  8:00  a.m.  to  0:00  p.m. 

Agenda:'Yo  review  and  evaluate  grant 
a|)plications. 

P/iJce;  (x)urtyard  by  Marriott.  5520 
Wisconsin  Avenue,  (’.hew  (ihase.  MD  20815. 

Contact  Person:  Amy  L  Rubinstein.  Ph.D., 
.Scientific  Review  Officer,  (ienter  for 
Scientific  Reviiiw,  National  Institutes  of 
Health.  0701  Rockledge  Drive,  Room  5152, 
M.SC  7844,  Bethesda.  MD  20892.  301-408- 
9754,  rnhinsteiiKdiacsr. nih.gov. 

Same  of  Committee:  Infectious  Diseases 
and  Microbiology  Integrated  Review  Crou|). 
Virology-B  .Study  .Section. 

Date:  F’ebruary  21-22,  2013. 

'Time:  8:30  a.m.  to  3:00  p.m. 

Agendo;  To  review  and  evaluate  grant 
a|)plications. 

/dnee;  Marina  del  Rev  Hotel.  13534  Bali 
Way,  Marina  del  Rev.  (’.A  90292. 

Contact  Person:  )ohn  C  Pugh,  Ph.D.. 
.Scientific  Review  Officiir.  Center  for 
.Scientific  Review,  National  Institutes  of 
Health,  0701  Rockledge  Drive,  Room  1200, 
M.SC  7808,  Bethesda.  MD  20892,  (301)  43.5- 
2398,  pnghjohniacsr.nih.gov. 

Same  of  Committee:  Brain  Disorders  and 
Clinical  Neuroscience  Integrated  Review 
(Iroup.  (dinical  Neuroimmunology  and  Brain 
Tumors  Study  Section. 

Date:  F’ebruary  21-22.  2013. 

'Time:  8:30  a.m.  to  5:00  p.m. 
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Aficnda:  To  nnlinv  iind  (n'aliialc  “rani 
a|)])li(:ati()ns. 

Pidca:  H()t(!l  Nikkc)  San  Francisco,  222 
Mason  .Slrtiot.  San  k’rancisco.  CA  94102. 

Conidcl  Pdison:  )ay  )osln,  I’li.ll.,  .Scicnililic 
R(!vi(nv  Ollicrn',  (icnlor  lor  .Scicniil'ic  Kcivicnv, 
National  Inslitiilcis  of  I  Icjallh,  t)7()l  Kockl(!(l{>(! 
I)riv(!,  Room  .'ilOti.  M.SCi  784(),  H(!tlu;s(la,  Ml) 
20892.  (801)  408-918.5,  j()sIui@csr.nili.o()v. 

Ndiiu;  ol  (jonimiltca:  Inlcclions  Diseases 
and  Microl)iolof>y  lntef>ral(!d  Review  (iron]). 
Fallio{>enic  Fnkaryolcis  Study  .Section. 

Date:  F(!l)rnary  21-22,  2018. 

'I'iiiu;:  8:80  a. in.  to  .5:00  ji.in. 

Af’dinldi'Vo  review  and  evaluate  f>rant 
aj)i)lit:ations. 

PidCd:  Marina  del  Rev  Hotel,  18.584  Ilali 
Way,  Marina  del  Rev,  (iA  !)0292. 

(hnlcict  Parson: '['ora  Bounds.  DVM.  Ph.D.. 
.Scientific  Review  Officer.  C’.enter  for 
.Sc:ientific  Review,  National  Institutes  of 
Health,  0701  Roc:kledge  Drive,  Room  3198, 
M.SC:  7808,  Betliesda.  Ml)  20892.  301  48,5- 
2800,  houn(lsl@csr.nih.<’nv. 

Ndina  of  (knnmittaa:  Pojmlation  .Sciences 
and  Fpidemiology  Integrated  Review  (;ron|). 
Infections  Diseases,  Rejiroductive  Health, 
Asthma  and  Pnimonarv  (Conditions  .Stndv 
.Section. 

Data:  Felirnary  21-22,  2018. 

Tima:  8:80  a.m.  to  .5:00  p.m. 

Agandcn'Vo  review  and  evaluate  grant 
a|)))lications. 

Pidca:  .Sir  Francis  Drake  Hotel,  4.50  Powell 
.Street  at  .Sutter,  San  Francisco,  (CA  94102. 

(iontdcl  Parson:  Lisa  .Steele.  Ph.D., 
.Scientific  Review  Officer.  (Center  for 
.Scientific  Review.  National  Institutes  of 
Health.  0701  Rockledge  Drive.  Room  8189. 
M.S(C  7770.  Bethesda.  MI)  20892.  801-.594- 
0,594 .  staalaln@csr.nil}.go\'. 

((Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  98.800,  (Coinjiarative  Medicine; 
98.888,  (Clinical  Research.  98.800.  98.888. 
98.887.  98.893-98.890,  98.887-93.844. 
98.840-98.878,  98.892.  98.898,  National 
Institutes  of  Health.  HHS) 

Dated:  (annary  18.  2018. 

David  (Clary, 

Program  Analyst.  Offica  ofPadand  Advisory 
(lommiltaa  Policy. 

|FK  Doc.  2018-01472  Filed  1-24-18:  8:4.5  ami 
BILLING  CODE  4140-01-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Cancer  Institute;  Amended 
Notice  of  Meeting 

Notice  is  lioroliy  given  of  a  change  in 
tlie  meeting  of  tlie  National  Cancer 
Advisory  Board,  Felirnarv  7,  2013,  0:30 
p.ni.  to  February  8,  2013,  .5:00  p.m.. 
National  Institutes  of  Health,  Building 
31, 31  Center  Ilrive,  Conference  10, 
Bethesda,  MD  20892  which  was 
jiuhlished  in  the  Federal  Regi.ster  on 
january  14,  2013,  78  FR  2082. 


This  notice  is  being  amemled  to 
cancel  the  Ad  hoc  Clohal  Cancer 
Re.search  Snheommittee  on  February  7, 
2013  from  0:30  ji.ni.  to  8:30  p.m.  at  the 
Hyatt  Regency  Bethesda  Hotel,  One 
Bethesda  Metro  Center,  Bethesda,  MU 
20814,  and  to  add  the  Ad  hoc 
Snheommittee  on  Communications 
meeting  on  Fehrnarv  7,  2013  from  0:30 
]).m.  to  8:30  p.m.  which  will  convene  at 
the  same  location. 


Dated:  )annarv  18,  2018. 

David  (dary. 

Program  Aiudyst.  Offica  ofPadaral  Advisory 
Oommiltaa  Policy. 

|FR  Doc.  2ni:i-(ll4(i7  Filed  1-24-18;  8:45  ainl 
BILLING  CODE  4140-01-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 


Dated:  |annary  18.  2018. 

Carolyn  A.  Baum, 

Program  Amdvst.  Offica  ofPadand  Advison' 
Committaa  Policy. 

|FK  Doc.  2()i:i-(n47()  Filed  1-24-18;  8:45  am) 
BILLING  CODE  4140-01-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases;  Notice 
of  Closed  Meeting 

Pnrsnant  to  section  10(d)  of  the 
Federal  Advi.sory  Committee  Act,  as 
amended  (5  l)..S.C.  App.),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  he  closed  to  the 
inihlic  in  accordance  with  the 
])rovi,sion,s  set  forth  in  .sections 
552h(c)(4)  and  552l)(c)(0).  Title  5  II.S.C., 
as  amended.  The  grant  apjilications  and 
the  di.scussions  t;ould  di.sclo.se 
confidential  trade  secrets  or  commercial 
jiroperty  such  as  patentable  material, 
and  personal  information  concerning 
individuals  a,ssociated  with  the  grant 
applications,  the  di.sclo,snre  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  })er.sonal  privacy. 

Noma  of  Oommiltaa:  National  Inslitnli!  of 
Dialictns  and  Digestive  and  Kidney  Diseases 
Special  Emphasis  Panel;  LURN  Telejihone 
Review  Panel. 

D(da:  Felirnary  2(i.  2018. 

Tima:  12:00  ]i.m.  to  8:00  ii.m. 

Aganda:  To  review  and  evaluate  grant 
ap|)li(:ations. 

Placa:  National  Institutes  of  Health.  Two 
Democracy  Plaza.  0707  Democracy 
Boulevard,  Bethesda,  MD  20892. 

Contact  /’er.son;  Xiaodn  (hio.  MD.  Ph.D., 
.Scientific  Review  Officer.  Review  Branch, 
DEA.  NIDDK,  National  Institutes  of  Health, 
Room  701, 0707  Democrac:v  Boulevard. 
Bethesda.  MD  20892-54.52.  (801)  .594-4719. 
gnox@a.\lra.niddk.nih.goy. 

((iatalogne  of  Federal  Domestic  Assistance 
Program  Nos.  98.847,  Diabetes, 

I'indocrinology  and  Metabolic  Research; 
98.848,  Digestive  Diseases  and  Nutrition 
Research;  98.849,  Kidney  Diseases,  Urology 
and  Hematologv  Research,  National  Institutes 
of  Health,  HH.S) 


National  Institutes  of  Health 

National  Institute  of  Allergy  and 
Infectious  Diseases;  Notice  of  Closed 
Meeting 

Bnr.sucmt  to  .section  l()(d)  of  the 
Federal  Advisory  Oommittee  Act.  as 
amended  (5  H.S.C.  App.).  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  he  clo.sed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552h(c)(4)  and  552h(c)(()),  Title  5  U.S.C.. 
as  amended.  The  grant  applications  and 
the  discu.ssions  could  di.sclo.se 
confidential  trade  .secrets  or  commercial 
projierty  such  as  jiatentahle  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
a])j)lication.s.  the  disclosure  of  which 
would  con.stitnte  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Oommiltaa:  National  Institute  of 
Allergy  aiul  Infections  Diseases  .Sjiecial 
I'imphasis  Panel;  "OMKiS”  Technologies  for 
Predictive  Modeling  of  Infections. 

Data:  Felirnary  25-27,  2018. 

'Tima:  8:00  a.m.  to  5:00  ]).m. 

Aganda:'\'o  review  and  evaluate  grant 
a|i)ilications. 

Placa:  .Sheraton  Silver  .Spring  Hotel.  8777 
Ueorgia  Avenue.  .Silver  .Spring,  MD  20910. 

OonlacI  Parson:  Eleazar  (iohen.  Ph.D.. 
.Scientific  Review  Officer.  Scientific  Review 
Program,  Division  of  Extramural  Activities. 
National  Institutes  of  Health.  NIAID.  0700  B 
Rockledge  Drive.  Room  8129,  Bethesda,  MD 
20892.  801-48.5-3504.  acl7\\'®nili.goy. 
((iatalogne  of  Federal  Domestic  Assistance 
ITogram  Nos.  98.855.  Allergy,  Imnuinology, 
and  Transplantation  Research:  98.850, 
Microbiology  and  Infections  Diseases 
Research.  National  Inslilntes  of  Health,  HHS) 

Dated:  lannary  18.  2018. 

David  (ilary. 

Program  Amdvst.  Offica  ofPadand  Advisory 
Oommittaa  Policy. 

IFK  Doc.  2()i:t-014(l<l  Filed  l-24-i:i;  8:45  aiii| 
BILLING  CODE  4140-01-P 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Center  for  Scientific  Review;  Notice  of 
Closed  Meetings 

Pursuant  to  section  1()((1)  oi  the 
Federal  Advisory  Conunittee  Act.  as 
amended  (.5  l).S.(i.  Apj).),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  hi;  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
5.52b(c)(4)  and  .552b(c){(i).  Title  .5  U.S.C., 
as  amended.  The  grant  ajjplications  and 
the  discn.ssions  could  di.sclose 
confidential  trade  .sec:rets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
aj)plications.  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

\’(inw  oi  CommiUtur.  ('.onttir  for  .Scuaitific 
K(!vi(nv  Special  Iiin])liasis  PaiKil:  Member 
(ionflict;  Adult  Psychopalhologv. 

Ditto:  Mibruarv  19.  2013. 

'I'into:  2:30  p.m.  to  4:t)0  i).m. 

Agendo.  To  revicnv  and  evaluate  grant 
a])])li(:ations. 

Placo:  National  Institutes  of  1  Icialth.  (i701 
Rockledge  Drive,  lletliesda.  Ml)  208t)2 
(TebjphoiK!  (^onfenmce  Call). 

(kinlaci  Poison:  lam;  A  Doussard- 
Koosevelt.  I’li.D..  .Scientific  Review  Officer. 
Ceider  for  Scientific  Review.  National 
Institutes  of  I  hsilth.  (wOl  Rockledge  Drive. 
Room  3184.  M.SC  7848.  Betliesda.  Ml)  20892, 
(301 )  43.3-444.3.  (lotissarj®(:sr.nili.>>ov. 

Moino  o)  (Aiininittoo:  Va'.uU'.y  for  .Scientific 
Reviciw  .Special  Rmphasis  Panel;  Behavioral 
(lemdics  and  li])id(;miology:  (Collaborative 
Api)lications. 

Ditto:  Pebruarv  20.  2013. 

Tinio:  H:'M)  a.m.  to  0:00  ]).m. 

Agendo; 'I’o  review  and  evaluate;  grant 
ap|)lications. 

Pliico:  .Sir  Prancis  Drake  llotc;!.  430  Pow(;ll 
.Street  at  Sutter.  .San  I''rancisc:o.  (CA  94102. 

(Aintiirt  Poison:  George  Vogler.  Pb.D.. 
.Scieidific:  Review  Officer.  CCentc;!'  for 
.Scientific  Review,  National  Institutes  of 
Health,  0701  Rockledge  Drive;,  Re)e)m  3140. 
M.SC  7770.  Be;the;sela.  Ml)  20892,  301-43.3- 
0(>94 ,  e  eeg/erg/jfee.sr.ndj.gfji'. 

\’inno  of  (Atininittoo:  (Ce;nte;r  for  .Se;i(;ntifie: 
Re;vie;w  .Spe;e:ial  bmphasis  Pane;l:  PARlO-lOt): 
Ae;aele;mie:  Industrial  Partne;rsbii)  (2013/03). 
Ditto:  l'e;bruary  20-21. 2013. 

'Pinto:  9:00  a.m.  to  3:00  p.m. 

Agene/e;; 'I’o  re;vie;w  anel  e;valuate;  grant 
a|)|)lication.s. 

idf/ee;  Natieenal  Institutes  eef  lle;altb,  0701 
Re)e:kle;elge;  Drive,  Be;tlH;sela,  Ml)  20892. 

Contiiot  Porson:  Me;hrelael  Me)hseni.  Ml). 
.Scie;idifie:  Re;vie;w  Offie;e;r.  (;e;nle;r  fe)r 
.Se;i(;ntific  Re;vi(;w.  Natie)nal  lnslilule;s  e)f 
lle;allh.  0701  Re)e:klt;elge;  Drive,  Re)om  3211. 
M.SC  7834.  Be;lhe;sela.  Ml)  20892.  301-43.3- 
0484.  molt  son  iin@i:sf. nili.gov. 


Niinio  of  (loininittoo:  (Ce;nl(;r  lor  .Se:ie;nlifie: 
Re;vi(;w  .Spe;e:ial  Emphasis  Paue;l:  .Small 
Busine;ss;  .S(;nsorv  T(;e:hne)le)gie;s. 

Ditto:  E(;hruary  21-22.  2013. 

'Pinto:  8:00  a.m.  to  3:00  i).m. 

/\goniIii:'l'o  n;vie;w  anel  e;valuale;  grant 
a|)plie:ations. 

Pliico:  R(;naissane:e;  Mavfle)W{;r  lle)te;l,  1127 
Conne;e:tie:ut  .Avenue  N\V..  Washington.  DC 
20030. 

(lontiivt  Porson:  Pa(;k-Cyu  l,(;e,  Ph.D.. 
.Se:ientifie:  Re;vie;w  ()ffie;e;r,  (Ce;nt(;r  for 
.Se;ie;ntifie;  Re;vie;w.  Natie)nal  institute;s  e)f 
Health.  0701  Re)e:kl(;elge;  Drive.  Rearm  4201. 
M.SC  7812,  B(;the;sda.  Ml)  20892.  (301)013- 
'2.t)M.  looi)g@i:sr. nili.gov. 

X'ltnto  of  Coinniittoo:  Ce;nte;r  for  .Se;ie;ntifie; 
Re;vie;w  .Sp(;e:ial  Emjrhasis  Pemel;  .Small 
Business:  M(;elie;al  Im.iging. 

Ditto:  Ee;hruary  21-22.  2013. 

'Pinto:  8:00  a.m.  to  3:00  |).m. 

Agoniiit:  To  re;vie;w  emel  (;valuale;  grant 
ap])lie;atie)ns. 

Plitoo:  Douhle;tre;e;  Cu(;st  .Sinte;.s  Saida 
Moide:a,  1707  Eourth  .Stre;i;t.  .Santa  Monie:a. 
(CA  90401. 

Contoot  Porson:  heamiel  V  Tsa]),  Ph.D., 
.Se:i(;ntifie:  Review  ()ffii:e;r,  Ceider  feir 
.Se;ieidifie:  Re;vie;w,  Niitiemal  Institutes  of 
He;aith,  0701  Rockleielge  Drive.  Room  3128. 
M.SC  7834.  B(;thi;sda.  Ml)  20892,  (301)  433- 
2.307,  tsiii)l@i:sr.nili.gi)V. 

Niinto  of  (lotninittoo:  Center  for  .Si:ie;ntifie: 
R(;vie;w  .Speciid  Emphasis  Panel:  REA  Piinel: 
Tobacco  ('.ontrol  Ri;gul;itorv  Research. 

Ditto:  E(;hruary  21 . 201 3. 

7’nne;8:00  ii.m.  to  ():00  p.m. 

Agoniiit:  To  reivieiw  iiiiel  eveduate;  gnmt 
iip])lie:ations. 

Pliico:  Holielay  Inn  Inner  lliirhor.  301  W. 
l.omhard  Street.  Baltimore,  Ml)  21201. 

Contiict  /An'.son;  Teimas  Drgon.  Ph.D., 
.Se;ie;nlifie;  Re;vie;w  ()ffie:e;r.  (Center  for 
.Se;ie;idifie;  Review,  Nediomil  Institutes  of 
Heiiilth.  0701  Rockledge  Drive;,  Reieim  3132. 
M.S(C  7770.  Be;the;sela.  Ml)  20892,  301-433- 
1 01 7,  tiirgon@i:sr. nilt.gov. 

Niinto  of  Coininittoo:  (Ce;nter  lor  .Se:ie;ntific 
Revie;w  .Spe;e:iid  Emirhasis  Paue;l:  .Simdl 
Busine;ss:  Risk,  Preve;nlie)n  einel  He;alth 
Be;havie)r. 

Ditto:  Ee;hruary  21-22,  2013. 

'Pinto:  HM)  a.m.  tei  3:00  p.m. 

Agoniiit:  Tei  re;vie;w  iinel  evaluate;  grant 
ii]iplie;atie)ns. 

Pliico:  Eairniemt  Heitel  San  Erime:ise;e),  930 
Masem  .Stre;e;t.  .San  Erane:ise:e).  (CA  94108. 

Contiict  Person:  (Claire;  E  Cutkin.  Ph.D.. 
MPH,  .Se;ie;ntific  Review  ()ffie;e;r,  (Centi;r  for 
.Se:ii;idific  Re;vie;w,  Natiemal  Institutes  eif 
He;iilth,  0701  Re)e:kle;elgi;  Drive;.  Reieim  3100, 
M.S(C  7808,  Be;tlie;sela,  Ml)  20892,  301-394- 
3139,  gntkincl@csr.nilt.gov. 

Niiiito  of  Coinniittoo:  C.o.nU'.T  feir  .Se;ie;nlifie; 
Re;vie;w  ,Spe;e;ial  Emphasis  Pane;l; 
Patlieijiliysieileigy  anel  (Clinie:al  .Stuelies  eif 
()sle;e)ne;e;re)sis  eif  the;  )aw. 

Ditto:  Ee;hru<iry  21, 2013. 

'Pinto:  10:00  ii.m.  tei  2:00  p.m. 

Agoniiit:  Tei  re;vie;w  anel  eiveduate;  grant 
applie:idions. 

Pliico:  .Sir  Erime:is  Dreike;  Heitel,  430  Peiweill 
Stree;!  id  .Sutter,  .San  Eraiu;ise;ei,  (CA  94102. 

Contact  7AT.seni;  Yi-Hsin  Liu,  Ph.D., 
.Se;ientifie;  Re;view  ()ffie:e;r.  (Ce;nte;r  feir 


Se:ie;ntifie:  Re;vie;w.  Niitiemal  Institutes  eif 
Heiidth.  0701  Reie:kle;elge;  Drive;,  Reieim  4214, 
M.S(C  7814,  Bellm.sela,  Ml)  20892,  301-43.3- 
1781 .  Iinyli@csr.nili.gov. 

\tiino  of  Coniiniltoo:  V.v.nU'.r  feir  .Se:ie;ulifie: 
Re;vie;w  .Spe;e:iid  Emphiisis  Piine;!; 

Neiureihieiieigy  eif  Ne;ureiele;ge;ne;ridiein. 

Ditto:  Ee;hruary  21,  2013. 

'Pinto:  1:30  p.m.  tei  2:30  ii.m. 

Agoniiit:  Tei  re;vie;w  anel  eividuate  grind 
iipplie;alieins. 

Pliico:  Eiiirmeinl  lleite;!  San  Erime;ise:ei.  930 
Miisein  .Stree;!,  .Siin  EriUK:ise;ei,  (CA  !)4108. 

Contiict  Porson:  Laure;nt  Tau|ie;nei!,  Ph.D.. 
.Se;ie;ntifie:  Revie;w  ()iTie:e;r,  (Ce;nte;r  feir 
.Se:ie;ntifie;  Re;vie;w.  Niitiemal  Instituteis  eif 
lleialth.  (i701  Reickleielge;  Drive,  Reieim  4811, 
M.S(C  7830.  Be;!he;,sela.  Ml)  20892.  301-433- 
1 203.  tinii)onol@csr. nili.gov. 

i\iiino  of  Coininittoo:  C.o.nU'.r  feir  .Se:ie;ntifie: 
Revieiw  .Siie;e:iid  Emjihasis  Piinel;  .Small 
Business:  Bieimeelie:iil  .Sensing.  Measurement 
anel  Insirumemtatiein. 

Ditto:  Eehruary  22.  2013. 

'Pinto:  8:00  a.m.  tei  3:00  |i.m. 

Ag<;nf/n;Tei  reiview  anel  eividuate;  gnint 
ii]iplie:atieins. 

Pliico:  Deiuhleitree;  (Cueist  .Suiteis  .Santa 
Meinica,  1707  Feiurth  Streiet,  Santa  Meinica, 
(CA  90401. 

Contiict  Porson:  Cuei  Eeing  Xu.  Ph.D., 
.Se:ie;ntific  Reivieiw  ()ffie;e;r,  (Ceinteir  feir 
.Se:ie;ntifie:  Revieiw,  Natiemal  Institutes  iif 
lleialth.  (i701  Reie:kle;elge;  Drive;.  Reieim  3122, 
M.S(C  7834,  Beithesela,  Ml)  20892,  301-237- 
!)870.  xngnofon@csr.nilt.gov. 

jViiino  of  Coinniittoo:  CoiUor  feir  .Sciemtifie: 
Reiview  .Siieieiiid  Emphasis  Piinel;  REA  Piinel: 
Piitient  .Siifety  Research  elnring  Neiiiiiital 
(Care. 

Ditto:  Eehruary  22,  2013. 

'Pinto:  8:00  a.m.  tei  3:00  p.m. 

/Igendn;  Tei  reiview  anel  eividuate;  gnint 
iip|ilie:idieins. 

/’/nee:  Emhassy  .Suites  Alexanelria,  1900 
Diiigeinal  Reiael,  Alexanelria.  VA  22314. 

Contact  Porson:  Priscah  Mujuru,  RN.  MPH. 
DRPH,  (COHNS.  .Se:ie;ntific  Review  Officer. 
(Cemter  feir  .Seiientific  Reiview,  Natiemal 
Institutes  eif  lleialth,  0701  Reieikleelge  Drive;, 
Reieim  3139,  M.S(C  7770,  Beitheisda.  Ml)  20892, 
301-394-0394,  nniiiiriip@niail.nilt.gov. 

\’aino  of  Coininittoo:  Ca'.uU'.i'  feir  .Se:ie;nlific 
Reivieiw  .Sjieeiial  Emjihasis  Panel:  lleialth 
.Services  Organizatiein  anel  Deilivery 
Oveirfleiw. 

Ditto:  Eeihniary  22,  2013. 

'Pinto:  8:00  a.m.  tei  3:00  ji.m. 

Agf;nf/n:Tei  review  anel  evaluate;  gnint 
iijijilicidieins. 

Placo:  Emhassy  .Suites  id  the  Chevy  (Cliiise; 
Paviliein,  4300  Military  Reiiiel  N\V., 
Wiishingtein,  D(C  20013. 

Contact  Porson:  (acinta  Breiide-Tinkew. 
Ph.D..  .Se:ien!ifie:  Review  Officer.  (Center  for 
.Se:ientific  Review,  Natieiiiid  Institutes  of 
Health,  0701  Reie:kle;dge;  Drive,  Room  3104, 
M.S(C  7770,  Betheseia,  Ml)  20892.  (301)  800- 
0009,  hrontot inkon  jni@csr.nili.gov. 
((Catidogue;  of  Eeelend  Deimeslie:  Assistiince 
Prognim  Nos.  93.300,  (Ciimjiiirative;  Meelicine 
t)3.333,  (Clinie:al  Research.  93.300,  93.333, 
93.337,  93.393-93.390.  93.837-93.844, 
93.840-93.878,  93.892,  93.893,  National 
Instiledes  of  Health,  MILS) 
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llalcui:  Jaiuiarv  IS.  201 S. 

Anna  Sni)utli!r, 

Deputy  Director.  Office  of  Federul  Advisory 
Oomnutlee  Policy. 

Il'KDoc.  2()i:t-()1471  MIikI  l-24-i:i:  K;4r)  am| 

BILLING  CODE  4140-01-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Announcement  of  Requirements  and 
Registration  for  the  2013  NIBIB  DEsign 
by  Biomedical  Undergraduate  Teams 
(DEBUT)  Challenge 

Aiilhorilv:  15  IJ.S.C.  3719. 

SUMMARY:  The  National  Institute  of 
Biomedical  Imaging  and  Bioengineering 
(NlBlB)  DEBUT  Challenge  is  open  to 
teams  of  undergraduate  students 
working  on  projects  that  develop 
innovative  solutions  to  unmet  health 
and  clinical  problems.  NlBlB’s  mission 
is  to  im])rove  health  hy  leading  the 
development  and  accelerating  the 
application  of  biomedical  technologies. 
The  goals  of  the  challenge  are  (1)  to 
provide  undergraduate  students 
valuable  exj)eiienc.(;s  such  as  working  iu 
teams,  identifying  unmel  clinical  needs, 
and  designing,  building,  and  debugging 
.solutions  for  such  open-ended 
problems;  (2)  to  generate  novel, 
innovative  tools  to  improve  health  care, 
consistent  with  NlBlB's  ])urpo.se  to 
su])port  research,  training,  the 
dissemination  of  health  information, 
and  other  ])rograms  with  respect  to 
biomedical  imaging  and  engineering 
and  as.sociated  technologies  and 
modalities  with  biomedical 
aj)j)lications:  and  (3)  to  highlight  ami 
acknowledge  the  contributions  and 
accomplishments  of  undergraduate 
students. 

DATES:  The  competition  begins  Januarv 
25,2013. 

Siibini.ssion  Period:  January  28.  2013, 
to  June  0,  2013,  11:59  ]).m.  EST. 

Jiidojng  Period:  June  10,  2013.  to  Julv 
25, 2013" 

Winners  onnonneed:  August  12,  2013. 

Award  cereinonv:  Se])teml)er  2013, 
Biomedical  Engineering  Societv 
Conference  (exact  date  to  he  announced 
at  htlp://dehnt2()1d. challenge.gov/). 

FOR  FURTHER  INFORMATION  CONTACT: 
info@nibib.nih.gov  or  (301)  451^792. 
SUPPLEMENTARY  INFORMATION: 

Subject  of  Challenge  Competition: 

The  NIBIB  DEBUT  Challenge  .solicits 
entries  that  develoj)  innovative 
solutions  to  unmet  health  and  clinical 
])rohlem.s  under  one  of  the  following 
categories: 


•  Diagnostic  Devices/Methods 

•  rherapeutic  Devices/Methods 

•  rechnology  to  Aid  Underserved 
Bopulations  and  Individuals  with 
DisahiliticLS. 

Eligibilitv  Hides  for  Participating  in 
the  Competition: 

1.  To  he  eligible  to  win  a  prize  under 
this  challenge,  each  individual  on  the 
.Student  'Peam  must 

(a)  Be  a  citizen  or  jKMinaueut  resident 
of  the  United  .States; 

(h)  Be  an  undergraduate  student 
enrolled  full-time  iu  an  undergraduate 
cuiTicuhun  during  the  academic  vear 
2012-2013: 

(c)  Have  hi.s/her  own  active 
Challenge.gov  account  that  he/she  has 
created  at  www.challenge.gov, 

(d)  Form  or  join  a  “.Student  Team” 
with  at  lea.st  two  other  individuals  who 
satisfy  the  criteria  in  (a),  (h),  and  (c) 
above  for  the  puri)o.se  of  developing  an 
entry  for  suhinissiou  to  this  challenge. 
While  it  is  expected  that  most  of  the 
individuals  jjarticipating  in  the 
comjjetition  may  he  .students  from 
biomedical  engineering  departments, 
interdisciplinary  teams  including 
students  from  other  fields  are  welcome 
and  encouraged; 

(e)  Acknowledge  understanding  and 
acceptance  of  the  DEBUT  challenge 
rules  by  signing  the  NIBIB  DEBUT 
Challenge  Certification  P’orm  found  at 
http:/ /www  .nibib.nih.gov/Training/ 

I  IndergradCrad/DEBlJT/ 
NlBlB_DEBUT_Certification_Eorm.pdf. 
Each  entry  mu.st  include  one  NIBIB 
DEBUT  Challenge  Certification  Form, 
completed  with  dates  and  the  jninted 
names  and  signatures  of  (lach  individual 
member  of  the  .Student  Team.  Entries 
that  do  not  provide  a  complete 
Certification  Form  will  he  di.scjualified 
from  the  challenge; 

(f)  Com])ly  with  all  the  requirements 
under  this  section;  and 

(g)  Not  he  a  federal  employee  acting 
within  the  scope  of  his/her 
employment.  Federal  employees  seeking 
to  participate  in  this  challenge  outside 
the  scope  of  their  employment  should 
consult  their  ethics  official  ])rior  to 
developing  a  submission. 

2.  By  ])artici])ating  iu  this  challenge, 
each  individual  agrees  to  abide  hy  all 
rules  of  this  challenge  and  the 
('diallenge.gov  Terms  of  Part  id  pat  ion 
(http://challenge.gov/terms). 

3.  Each  entry  into  this  challenge  must 
have  been  conceived,  designed,  and 
im])lemented  hv  the  .Student  Team. 
.Student  Teams  jjarticipating  in  c;ap.stone 
design  jirojects  are  especially 
euc:ouraged  to  enter  the  challenge. 

4.  Each  .Student  Team  may  .submit 
only  one  entry  into  this  challenge 
through  one  memher  of  the  .Student 


Team  appointed  as  "Corresijonding 
.Student”  hy  that  .Student  Team.  The 
Corre.s])onding  .Student  will  carry  out  all 
corresjxHidence  regarding  the  .Student 
Team’s  entrv. 

5.  The  Corresponding  .Student  will 
submit  a  .Student  Team’s  entry  on  behalf 
of  the  .Student  Team  hy  following  the 
links  and  instructions  at  http:// 
debnt2()13.challenge.gov/  and  certifv 
that  the  entry  meets  all  the  challenge 
rules. 

8.  Each  entry  into  this  challenge  mu.st 
describe  an  original  biomedical 
engineering  project  that  falls  into  one  of 
tin;  following  3  categories: 

(a)  Diagnostic  Devices/Methods  e.g., 
sen.sors,  imaging  devices,  imaging 
agents,  telehealth.  clinic;al  laboratory 
diagnostics 

(h)  Therapeutic  Devices/Methods  e.g., 
implants,  hiomaterials,  surgical  tools, 
tissue  engineering,  drug  and  gene 
delivery 

(c)  Technology  to  Aid  Uuderserved 
Populations  ainl  Individuals  with 
Disabilities  e.g..  poiiit-of-care 
technologies,  devices/methods  to 
address  health  disparities,  m-health. 
aids  for  individuals  with  disabilities 
(see  http://www.ada.gov/pubs/ 
adastatnteOB.htmU  12 102  for  a  definition 
of  “disahility”). 

The  examples  under  the  different 
cat(;gorie.s  above  are  provided  for 
illustration  hut  not  limitation.  It  is 
possible  for  an  entry  to  fit  into  more 
than  one  category.  In  siK;h  in.stances. 
.Student  ’I’eains  should  choose  the 
category  to  which  the  entry  is  most 
clo.sely  related. 

7.  Each  entry  must  comply  with 
.Section  508  standards  that  retjuire 
federal  agencies’  electronic  and 
information  technology  he  acce.ssihle  to 
people  with  disabilities,  http:// 
www.section,5()B.t>ov/. 

8.  Each  individual  on  the  Student 
Team  must  he  13  years  of  age  or  older. 
Individuals  who  are  younger  than  18 
must  have  their  parent  or  legal  guardian 
comj)lete  the  Parental  Consent  Form 
knind  M  http ://cph ome. s3 .amazonaw 's . 
com/ forms/ parental  consent  form.pdf. 

9.  Each  entry  must  be  submitted  as  a 
single  pdf  file  and  mu.st  include  the 
following: 

•  C.over  letter,  on  dejiartment 
letterhead,  from  a  faculty  memher  from 
the  Biomedical  Engineering. 
Bioengineering  or  similar  (le])artment  of 
the  institution  in  which  the  .Student 
Team  members  are  enrolled,  verifying 
that  the  entrv  was  achieved  hy  the 
named  .Student  Team  that  is  enrolled 
full-time  in  an  undergraduate 
curriculum  during  the  academic  year 
2012-2013.  and  describing  clearly  any 
contribution  from  the  advisor  or  any 
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other  individual  outside  the  Student 
Team: 

•  The  NIBIB  DI-BUT  Challenge 
('ertificaliou  Form  (dowuloadahle  Iroiu 
IUtp://\\'\\\v.nil)ib.nih.^ov/Ti(iiniii<>/ 

I  huieromd  Grad/nEBl  T/ 
A7B/B_/?/i/?U7’_CV^;7//yro//f>uJ''o;77J./x//) 
(;omj)leted  with  dates  and  the  j)riuted 
names  and  signatures  of  each  individual 
memher  of  the  Student  Team; 

•  Com|)leted  (iover  Bage 
(downloadable  from  hUp  J/www.nihih. 
nih.o()v/Trainiiig/lInd(!r<’r(id_(b'(id/ 

DEIil  rr/mUB_DEBl  Page.doc 

listing  j)roje(:t  title,  team  memh(;r 
information,  and  challenge  category  the 
entry  is  submitted  under; 

•  Project  Description  (not  to  exceed  (i 
pages  using  Arial  font  and  a  font  size  of 
at  least  11  points)  that  includes  the 
following  4  sections: 

(1)  Abstract 

(2)  Description  of  clinical  need  or 
problem,  including  background  and 
current  methods  available 

(3)  Design,  including  a  di.scussion  of 
the  innovative  aspects 

(4)  Fvidence  of  a  working  prototv])e 
(results/graphics  obtained  with  the 
designed  .solution) 

The  (i-page  limit  includes  anv 
graphics,  hut  (ixcludes  the  cover  i)age 
and  any  references.  Submissions 
exciHuling  (i  pages  for  the  project 
(hi.scription  will  not  he  accepted.  An 
ojitional  2-minnte  video  displaying  the 
operation  of  the  device/met  hoc!  may  he 
included.  However  the  (i-|)age  Project 
De.scrijjtion  must  he  a  stand-alone 
explanation  of  the  i)roject;  and 

•  A  completed  Parental  Con.sent 
Form,  accessible  at  http:// 
cphonm.sii.amuzoimws. com /forms/ 
parcntcil  conscnt  form. j)df,  for  (xich 
individual  on  the  Student  Team  who  is 
under  the  age  of  18. 

It).  NlBlB  will  claim  no  rights  to 
intellectual  proi)erty.  Individuals  on  the 
Student  Team  will  retain  intellectual 
proj)(!rty  ownership  as  a])j)lical)le 
arising  from  their  entry.  By  particijiating 
in  this  challenge,  such  imiividuals  grant 
to  NIBIB  an  irrevocable,  paid-up. 
royalty-free,  nonexclusive  worldwide 
licen.se  to  post,  link  to,  share,  and 
display  j)ul)licly  the  entry  on  the  Web. 
in  newslett(;rs  or  jjamphlets,  and  in 
other  iiddrmation  products.  It  is  the 
re.s|)onsihility  of  the  individuals  on  the 
Stinhiiit  'I’eam  to  obtain  anv  rights 
nece.s.sarv  to  use,  di.sclose,  or  rej)roduce 
any  intellectual  j)roj)(!rty  owned  by 
third  j)artie.s  and  incor|)orated  in  the 
entry  for  all  antici])at(Hl  uses  of  the 
entry. 

11.  All  entries  must  he  suhmittcul  by 
the  challenge  (htadline.  )nne  (i.  2013, 
11:.59  i).m.  EST. 


12.  Entries  must  not  infringe  upon 
any  copyright  or  any  other  rights  of  any 
third  party. 

13.  By  participating  in  this  challenge, 
each  individual  agrees  to  a.ssume  anv 
and  all  risks  and  waive  claims  again.st 
the  federal  government  and  its  relatcul 
entities,  excei)t  in  the  ca.se  of  willful 
miscomhict,  for  any  injury,  (hiath, 
damage,  or  loss  of  j)ropertv.  nivmuie,  or 
j)rofit.s.  whether  direct,  indirect,  or 
consecpiential.  arising  from 
participation  in  this  prize  challenge, 
whether  the  injury,  death,  damage,  or 
loss  ari.ses  through  negligence  or 
olherwi.se. 

14.  Based  on  the  subject  matter  of  the 
challeng(!,  the  tyjx;  of  work  that  it  will 
IJossihly  re(|uire,  as  w(;ll  as  an  analysis 
of  the  likelihood  of  any  claims  for  death, 
bodily  injury,  j)roperly  damage,  or  loss 
])otentially  resulting  from  challenge 
participation,  individuals  are  not 
re(]uired  to  obtain  liability  insurance  or 
demon.strate  financial  responsihilitv  in 
order  to  ])artici])ate  in  this  challenge. 

1.5.  By  partici])ating  in  this  challenge, 
each  individual  agrees  to  indemnifv  tlie 
federal  government  again.st  third  party 
claims  for  damages  arising  from  or 
ndaled  to  challenge  activities. 

It).  An  individual  .shall  not  he  deemed 
ineligible  hecau.se  the  individual  used 
federal  facilities  or  consulted  with 
federal  employees  during  this  challenge 
if  the  facilities  and  emi)loy(!(!s  are  made 
available!  to  all  individuals  parlici|)ating 
in  the  challenge  on  an  eejuitable  basis. 

Brize:  One  winning  Student  Team 
will  be  selected  for  each  of  the!  three 
challenge  categories.  The  winning 
Student  Team  in  each  category  will  be 
awarded  a  SIO.OOO  j)rize,  to  be! 
distributed  among  the  members  of  the 
Student  Team.  The  ])rize  will  be 
distributed  eciually  among  the  Student 
Team.  Eat;h  member  of  the  winning 
Stiuhiiit  Teams  mn.st  provide  his/her 
l)ank  information  to  enable  electronic 
transfer  of  funds.  Two  honorable 
mentions  will  akso  be  awardiul  in  each 
challenge  category,  without  any 
accom])anying  moncitary  prize  or  travel 
niimbursement. 

Winning  Student  Teams  will  b(! 
honored  at  the  NIBIB  DEBUT  Award 
Ceremony  during  the  2013  Annual 
Me(!ting  of  the  Biomedical  Engineering 
Society  (BMES)  in  Seattle,  Washington, 
in  September  2013.  Ujxlated 
information  on  the  BME.S  annual 
meeting  can  be  found  at  http:// 
l)mcs.org/(mmi(d meeting.  Each  winning 
Student  Team  will  recciive,  in  addition 
to  the  prize,  nj)  to  .$2,000  toward  the 
travel  and  registration  costs  for  the 
members  t)f  the  .Student  T(!am  to  attend 
the  award  ceremony.  Travel  must 
comply  with  National  Institutes  of 


. . 

Health  ])olicy  and  ap])licable  laws  and  I 

regulations  [http:/ /oma .od.nih.gov/  | 

moniKdchopters/manogement  / 1 500/).  E 

for  exain])le:  I 

*  I 

— Air  travel  must  be  by  coach  class, 
unless  an  alternative  is  medically 
necessary  and  documented. 

— If  you  choose  to  drive  to  the  meeting 
inst(!ad  of  taking  a  common  carri(!r 
(airplane,  train  or  bus),  you  may  be 
reimbursed  at  51  cents  j)er  mile,  not 
to  exc(!ed  the  cost  of  common  carrier. 

— biinousine/taxi  reimbursements  are 
provided  to  and  from  airports  as  well 
as  to  and  from  meetings.  Recei])t.s  are 
nuiuired  whenever  a  fare!  exceeds  $75 
per  trip. 

— Per  diem  rates  include  lodging,  meals, 
and  incidental  ex])en.ses  (M&IE). 

Reimbursement  for  these  varies  by 
city.  The  current  allowable  room  rate 
and  llu!  MSdE  for  the  award  ceremony 
location  can  be  found  at  http:// 
\\’\\\v.gs(i.gov/poii(il/c(itegon'/2 1 207. 

Honorable  mention  awardees  are 
welcome  to  attend  the  award  ceremony 
with  funds  from  other  sources;  NIBIB 
will  not  ])rovide  travel  reimbursement 
for  .Student  Teams  awarded  with 
Honorable  Mention. 

Basis  Upon  Which  Winner  Will  Be 
Selected :T\\e  winning  entry  in  each 
category  of  the  challenge  will  b(! 
selected  bascxl  on  the  following  crit(!ria: 

•  .Significance  of  the  problem 
addressiul — Does  the  entry  addre.ss  an 
imi)ortant  jiroblem  or  a  critical  barrier  to 
ix'ogress  in  clinical  care  or  re.search? 

•  lm))act  on  potential  users  and 
clinical  care — How  likely  is  it  that  the 
entry  will  exert  a  su.stained,  powerful 
influence  on  the  problem  and  medical 
field  addressed? 

•  Innovative  design  (creativity  and 
originality  of  concept) — Does  the  entry 
utilize  novel  theoretical  concejjts, 
a])proaches  or  methodologies,  or 
instrumentation? 

•  Working  ])rototy])e  that  implements 
the  design  concept  and  produces 
targeted  result.s — Has  evidence  been 
jx'ovided  (in  the  form  of  result.s,  graphs, 
jdiotographs,  films,  etc.)  that  a  working 
prototyjM!  has  been  achieved? 

3'he  above  four  criteria  will  h(! 
weighed  equally  and  will  apj)lv  to  all 
chalhiiige  categories.  Additiomd 
Information:  For  more  information  and 
to  submit  entries,  visit  http:// 
dehnt20 1 3. challenge. gov/. 

The  NIBIB  prize-a]j])roving  official 
will  b(!  the  Dir(!ctor  of  NIBIB.  Prizes  will 
be  paid  using  electronic  funds  transfer 
and  may  be  subject  to  federal  income 
taxes.  NIH  will  comply  with  the  Internal 
Revenue  .Service  (IR.S)  withholding  and 
reporting  recjuirements,  where 
aijplicable. 
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Dal(!(l;  lanuarv  17,  201  a. 

Lawrfiiici!  A.  'I'aliak, 

Dapiilv  Dircclor.  X'dtioiKil  Insliliilrs  of  Haallli. 
|1R  Doc.  2()ia-()143a  I'iliHl  l-24-i;j:  K;45  aiii) 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Substance  Abuse  and  Mental  Health 
Services  Administration 

Center  for  Substance  Abuse 
Prevention;  Notice  of  Meeting 

Pursuant  to  Public:  Law  92-483, 
notice  is  hereby  given  that  the 
Substance  Abuse  and  Mental  Health 
Services  Adiuinistration’s  (SAMHSA) 
Center  lor  Substance  Abuse  Prevention 
(CSAP)  Drug  Testing  Advisory  Hoard 
(DTAH)  will  meet  on  February  Tl,  2013, 
Irom  10:30  a.m.  to  4:30  ]).m.  and 
Februarv  12,  2013,  irom  9:00  a.m.  to 
2:00  ]).m.  EvS.T.  The  DTAH  will  convene 
in  both  o|3en  and  closed  sessions  over 
these  two  days. 

On  February  11.  2013,  from  10:30  a.m. 
to  4:30  p.m.,  the  meeting  will  be  open 
to  the  ])nblic  and  will  include  njidates 
on  the  proi)os(Kl  revisions  to  the 
Mandatorv  Cnidelines  for  Federal 
\Vorki)lace  Drug  Testing  Programs,  the 
cnstodv  and  control  form,  and  the 
medic:al  review  officer  certific:alion.  The 
meeting  also  will  inc:lnde  federal  drug 
te.sting  updates  from  the  Departmcait  of 
Trans])ortation,  the  Dejjartment  of 
Defense,  the  Nuclear  Regulatory 
Commi.ssion,  and  the  Federal  Drng-Frcie 
\Y ork p  1  ace  P r ogra m s . 

The  public  is  invited  to  attend  the 
open  session  in  person  or  to  listen  via 
telciconference.  Due  to  the  limited 
.seating  space  and  call-in  capacitv. 
registration  is  rcajne.sted.  Public: 
c:c)mments  are  welc:ome.  To  rc;gister, 
make  arrangements  to  attend,  obtain  the; 
lelc;c:c)nferenc:e  c:all-in  numbers  and 
ac:c:ess  c:oclc;s,  submit  written  or  brief 
oral  commcails,  or  recjne.st  spc;c:ial 
ac.commodations  for  jjersons  with 
disahilitic;s,  plea.se  rc;gister  at  the 
SAMHSA  Advisory  Committee  s  Web 
site  at  http-J/mw.samhsa.oov/ 
liHgistnition/ineotinosIiegistnition.dspx 
or  c:ontac:t  the  CSAP  ITPAH  Designated 
Imderal  ()ffic:ial.  Dr.  janine  D(;nis  Cook 
(sc;e  c:c)ntac:t  information  below). 

On  February  12,  2013,  hetwc;en  9:00 
a.m.  and  2:00  p.m.,  the  Hoard  will  mc;et 
in  closed  session  to  ciisc:nss  ])ropc)sect 
revisions  to  the  Mandatory  Cniclelinc;s 
for  Federal  VVorkj)lac:e  Drug  Testing 
Programs,  'rherefore,  this  portion  of  the 
mec;ting  is  c:lc).secl  to  the  public:  as 
cletc;rmine;d  by  the  Administrator, 
SAMHSA,  in  ac:c:orclanc:e  with  5  U.S.C. 


.'i.'i2h(c:)(9)(H)  and  .5  U.S.C.  App.  2, 
Sc;c:tic)n  lO(cl). 

Mc;eting  information  and  a  roster  of 
DTAH  members  may  he  obtained  by 
ac:c:essing  the  SAMHSA  Advi.sory 
Committee’s  VVc;h  site;,  hitp:// 
w’ww'.ndc.sdiuhsd.gov/DTAB/ 
niddtings.ds})x,  or  hv  c;c)ntac:ting  Dr. 
Cook. 

(jOmmUioo  Naino:  Siil)slaiu;(;  Abuse;  and 
M(;iital  Ilcallli  .S(;rvic;i;s  y\dminislralion's 
(icnlur  for  .Sulislaiicc;  Alaisc;  l’n;v(;iili()n.  llrug 
resting  Advisory  Hoard. 

Ddlos/'l'inio/Typo:  11. 2013,  Iroiii 

1()::U)  a.m.  to  4:30  p.m.  F..S.  T.:  ()p(;n: 
l'’(;l)ruarv  12.  2013.  Irom  9:00  a.m.  to  2:00 
p.m.  E..S.'r.:  (dosed. 

Pldco:  Sugarloaf  (:(ml(;r(;nc:e  Room. 
SAMIKSA  ()iric:e  Hiiilding.  1  (dioke  (ilierrv 
Road,  Rockville.  Marvlaud  20857. 

Contdct:  lanim;  Dciiiis  Cook.  Pli.D.. 
Designate;!!  l'’ed(;ral  DUicial.  (kSAP  Drug 
'l’(;sting  Advisory  Hoard.  1  Clioke  ClH;rry 
Road,  Room  7-1043.  Rockville,  Maryland 
20857.  Tdhphoiw:  240-270-2000.  Fdx:240- 
270-2010,  Email: 
jani  no. (:()ak@Ndm  lisd.hhs.gov. 

lanim;  D(;nis  Cook, 

Dosignotod  Fodorol  Official.  D'l'AB.  Division 
of  Workplace  Frograins.  (iontor  for  Snhstanco 
Ahnso  Prevention.  Sahstance  Ahnse  and 
.Mental  Health  Services  Administration. 

II  K  Hex;.  2(n:t-(n477  MU;!!  1-24-13:  8:4.5  am| 
BILLING  CODE  4162-2t)-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

[Docket  No.  USCG-2012-1091] 

Availability  of  Draft  Environmental 
Assessment  for  the  Proposed 
Modification  of  the  Bayonne  Bridge 
Across  the  Kill  Van  Kull  Between 
Bayonne,  Hudson  County,  NJ  and 
Staten  Island,  Richmond  County,  NY 

AGENCY:  Coa.st  Cnard,  DHS. 

ACTION:  Nolic;c;  of  availability  extending 
comment  |ieric)cl  and  notice  of  third 
public:  mc;c;ting. 

SUMMARY:  This  notic:c;  extc;ncls  the  jiuhlic: 
c:ommc;nt  pc;riod  cm  a  Draft 
Fnvironmental  A.ssessmeut  (Draft  FA) 
whic:h  c;xaminc;s  the  rea.sonahly 
fore.sc;c;ahle  c;nvirc)nmc;ntal  im|)ac:ts  and 
soc:ic)-ec:onomic:  imjiac.ts  of  the  jiroposed 
mc)clific:ation  of  the  historic:  Havonne; 
Hricige;  ac:ro.ss  the  Kill  Van  Knll  h(;twc;c;n 
Havonne,  New  jersey  and  Staten  Island, 
New  York.  This  nc)tic:e  also  annonnc:c;s 
a  third  public:  mc;c;ting,  in  Nc;wark,  N), 
on  this  Draft  EA.  Hc;c:ansc;  the  Havonne 
Hriclgc;  is  a  struc:turc;  over  navigable 
waters  of  the  United  States,  the 
prc)])osecl  hriclgc;  moclific:atic)n  would 
rc;c]uirc;  a  Coast  Cnard  Hricige  Permit 


Amendment,  ’fliis  notice  jirovicles 
information  on  how  to  j)artic;ij)atc;  in  the 
public:  c:c)mmc;nt  prc)c:c;.ss  for  the  Draft 
EA,  which  inc:luclc;s  an  opjmrtunity  to 
submit  oral  or  written  comments  at 
thrc;c;  public:  meetings  to  c:onsiclc;r  an 
applic:atic)n  by  the  Port  Authority  of 
Nc;w  York  &  New  Jc;rsc;v  (PANYNJ)  for 
Coast  Cuarcl  approval  of  the 
modification  to  the  Havonne  Hriclgc; 
across  the  Kill  Van  Kidl. 

DATES:  Written  c;ommc;nts  and  r(;latc;cl 
material  may  be  submittc;d  to  our  online 
clc)c:kc;t  via  http://\v\v\v.r(:giildt ions. gov 
on  or  before  Marc:h  .5,  2013.  or  must 
reac:h  the  Dc)c:ket  Management  Fac:ility 
by  that  date. 

The  public;  mec;tings  will  be  held  on 
February  5.  2013,  in  Havonne,  NJ, 
February  7,  2013,  in  Staten  Island,  NY, 
and  Fc;bruarv  13,  2013,  in  Newark,  NJ 
{sc;e  the  Hac:kgrc)und  and  Purpcj.->e 
.sc;c:tion  below  for  more  details).  As 
])rc;vic)usly  noted  for  the;  first  two 
meetings,  any  rc;c]uc;sts  for  an  oral  or 
sign  language  interpreter  must  be 
r(;c:c;ivc;cl  by  January  2.'j,  2013.  Such 
rc;c|uests  for  the  Fc;bruarv  13,  2013 
mc;c;ting  in  Newark,  N),  must  be 
rec;c;ivc;d  by  February  1, 2013. 

ADDRESSES:  You  may  submit  c:c)mmc;uts 
identified  by  clc)c;kc;t  numb(;r  USCC- 
2012-1091  using  any  one  of  the 
following  mc;thocls: 

(1)  Fcdoidl  dliulenidking  Portal: 
http:/ /www.ivguldt  ions.gov. 

(2)  Fax:  202-493-22,51. 

(3)  Mail:  Dc)c:kc;t  Management  Fac:ility 
(M-30),  U.S.  Dejiartment  of 
Transjiortation.  West  Huilcling  Cround 
Floor,  Room  Wl  2-140.  1200  New  Jersev 
Avcauic;  SE.,  Washington,  DC  20.590- 
0001 . 

(4)  Hand  delivoiy:  Same  as  mail 
adclrc;.ss  above,  bc;tween  9  a.m.  and  5 
j).m.,  Monday  through  Friday,  exc.ept 
Fc;cleral  holidays.  The  telephone  number 
is  202-300-9329. 

To  avoid  cluj)lic:aticm,  please  use  cmlv 
one  of  these  four  mc;thc)cls.  Sc;e  the 
"Public:  Partic;ijiation  and  R(;c]uc;st  for 
Comments”  portion  of  the 
SUPPLEMENTARY  INFORMATION  .sc;c:tion 
below  for  instructions  on  submitting 
c:ommc;nts. 

We  have  i)rc)viclc;cl  a  c:c)])v  of  the  Draft 
EA  (doc:umc;nt  USCC-20 12-1 091 -0002) 
in  our  online  clc)c;kc;t  at  http:// 

WWW. rdgnIdlions.gov.  Akso,  the  Coast 
Cnard  P’irst  Distric:!  Hriclgc;  (lffic:c;  at  1 
.South  .Street  Hlclg  1,  New  York.  NY 
10004-1400  will  maintain  a  jirinted 
c:opy  of  the  Draft  EA  for  ])ublic:  rc;vic;w. 
The;  dc)c:umc;nt  will  be  available  for 
inspc;c;tion  at  this  lc)c:ation  between  H 
a.m.  and  4  i).m..  Monday  through 
Friday,  c;xc:ept  Federal  holidays.  The 
cloc:ument  will  also  be  available  for 
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inspection  in  the  locations  shown  in  the 
section  below  titled  “Viewing  the 
comments  and  the  Draft  EA.” 

FOR  FURTHER  INFORMATtON  CONTACT:  If 
you  have  (jnestions  on  this  notice  or  the 
public  meetings,  call  or  email 
(Ihristophcir  Bisignano.  Bridge 
Management  Sj)ecialist.  First  (least 
(luard  Di.strict.  U.S.  (least  (hiard; 
telephone  212-(»(i8-71()5.  email 
(Christ ()pli(!r.l.Bisi^n(ino@iisc}’. mil.  If 
yon  have  ipiestions  on  viewing  or 
submitting  material  to  the  docket,  call 
Docket  Operations  at  2()2-3(i(i-5)82(i. 

Aulhonty:T]w  Draft  Environmental 
A.sse.ssment  has  been  pre])ar(!d  in 
accordance  with  the  National 
Environmental  Policy  Act  (NEPA)  (42 
United  States  Code  (ll.S.d.)  4821  et. 
s(!(|.):  Council  on  Environmental  Quality 
(CEQ)  Regulations  for  Implementing 
NEPA  (40  Code  of  Inuleral  Regulations 
(CFR)  1.500-1  .'508)  and  a.ssociated  (lEQ 
guidelines:  Department  of  Iloimiland 
.Securitv  Management  Directive  .5100.1, 
Environmental  Planning  Program:  and 
United  .States  Coast  Cuard  (USCC) 
Commandant  Instruction  (COMDTIN.ST) 
M10475.1D.  National  Environmental 
I\)licy  Act  Implementing  Procedures 
and  Policy  for  Considering 
EnviromiKMital  !m])acts. 

SUPPLEMENTARY  tNFORMATION:  On 
January  4.  2018.  the  Coast  Cuard 
puhlisiied  a  notice  in  the  Federal 
Register  announcing  the  availability  of 
the  Draft  EA.  inviting  comments  on  it. 
and  announcing  the  dates  and  locations 
of  two  public  meetings  on  the  Draft  EA 
(78  FR  740j.  This  notice  .suj)])lements 
that  earlier  notit;e  hv  extending  the 
comment  ])eriod  to  March  5,  2018,  and 
it  announces  a  third  ])uhlic  meeting  to 
he  held  February  18,  2018,  in  Newark. 
NJ.  Please  note  that  it  is  the  U.S.  (]oast 
Cuard  Office  of  Bridge  Programs’  jjolicv 
to  jji’ovide  80  days  of  notice  prior  to 
holding  a  public  meeting:  however,  due 
to  extenuating  circumstances,  that 
policy  is  being  waived  for  the  third 
public  meeting  in  Newark.  NJ. 

Public  Participation  and  Request  for 
Comments 

We  encourage  you  tf)  suhinit 
comments  and  related  material  on  the 
Draft  liA.  All  comments  receiv(!d. 
including  comments  njceived  at  the 
public  meeting,  will  he  posted,  without 
change,  to  hUp://\v\v\v.ivguhiiions.go\' 
and  will  include  any  j)er.sonaI 
information  you  have  provided. 

Submitting  comimmts:  If  you  submit  a 
comment,  j)lease  include  the  flocket 
number  for  this  notice  (U.SCC-2()12- 
1091 J  and  j)rovide  a  reason  for  each 
suggestion  or  recommendation.  You 
may  submit  your  comments  and 


material  online,  or  by  fax,  mail  or  hand 
delivery,  hut  ])lea.se  use  only  one  of 
the.se  means.  We  recommend  that  you 
include  your  name  and  a  mailing 
address,  an  email  address,  or  a 
tele])hone  number  in  the  body  of  your 
document  so  that  we  can  contact  you  if 
we  have  (luestions  nigarding  your 
submission. 

To  submit  your  comment  online,  go  to 
http:/ /www'.i'ugulations. gov.  inscut 
“U.SCC-2()12— 1091”  in  the  .Search  box. 
pnjss  falter,  and  tlum  look  for  this  notice 
in  the  docket  and  click  the  Uomment 
button  next  to  it.  If  you  submit  your 
comments  by  mail  or  hand  chdivery, 
submit  them  in  an  unbound  format,  no 
larger  than  H'/>  by  11  inches,  suitable  for 
copying  and  electronic  filing.  If  you 
sulimit  them  by  mail  and  would  like  to 
know  that  they  reached  the  Facilitv, 
jilease  enclose  a  stam])ed,  self-addres.sed 
po.stcard  or  envelojie.  We  will  consider 
all  comments  and  material  received 
during  the  comment  jieriod. 

Viewing  the  oommnnts  and  thn  Draft 
EA.’To  view  the  comments  and  Draft  EA 
go  to  http://\vn'\\’. ivgaIations.gov,  insert 
“U.SUU-2()12-1()91”  in  the  Search  box. 
press  Enter,  then  click  on  the  “()])en 
Ilocket  f’ohhir”  option.  If  you  do  not 
have  access  to  the  Internet,  you  may 
view  the  docket  online  by  visiting  the 
Docket  Management  F’acility  in  Room 
W12-140  on  the  ground  floor  of  the 
Dejiartment  of  Trans|)ortation  We.st 
Building.  1290  New  Jersey  Avenue  .SIv. 
Washington,  DU  2()5?K).  between  t)  a.m. 
and  5  p.m..  Monday  through  Friday, 
except  Federal  holidays.  We  have  an 
agreement  with  the  Department  of 
Transjiortation  to  use;  the  Docket 
Management  Facility.  The  Draft  EA  is 
also  available  online  at  http://\v\v\v.as(:g. 
miJ/dl  /pivvvntion/Bridgvs.asp, 
\v\v\v.dhs.gov/nn})a.  and  http://\v\v\v. 
panvnj .gov/bayonnvbridgv/ ,  and  is 
available  10  a.m.-8  p.m..  Monday 
through  Friday  (excej)t  Federal  holidays 
and  as  noted  helowj,  for  inspection  at 
the  following  locations: 

1.  U.S.  Coast  Guard  Batterv  Bldg.  1 
South  Street,  Building  1,  New  York, 
NY  10004 

2.  U..S.  Goast  Guard  Sector  New  York, 
212  Goast  Guard  Drive.  .Staten  Island, 
NY  10805 

8.  Bavonne  Gitv  Mall,  (i80  Avenue  G, 
Bayonne,  NJ  07002 

4.  .Staten  Island  Borough  Mall,  10 
Ric:hmond  Terrace,  Room  100,  .Staten 
Island,  NY  10801 

5.  Bayonne  Public  Library,  080  Avenue 
G.  ilayonne,  NJ  07002  (Also  available 
from  12  ]).m.-5  p.m.  on  .Saturdays) 

0.  Port  Richmond — NY  Public  Library, 
75  Bennett  .Street,  .Staten  Island,  nS' 
10802  (Also  available  12  j).m.-5  p.m. 
on  Thursday.s  and  .Saturdays) 


7.  Ironhound  Gommunitv  Gorp,  817  Elm 
Street,  Newark,  NJ  07105 

8.  New  York  Assemhlv  District  01, 858 
f’orest  Avenue,  .Staten  Island,  NY 
10801 

t).  New  Jtiisey  Legislative  District  81, 

447  Broadway,  Bayonm;,  NJ  07002 

10.  N(!W  York  Gity  Council  District  4‘), 
180  .Stuvve.sant  Place,  .Staten  Island, 

NY  10801 

11.  .Staten  Island  Community  Board  1.  1 
Edgewater  Plaza.  Room  217,  Staten 
Island,  NY  10805 

Copies  of  all  written  communications 
from  the  public  meetings  will  he 
available  for  review  by  interested 
per.sons  on  the  online  docket,  U.SC(j- 
2012-1091  via  http:// 
www.ivgalations.gov. 

Transcripts  of  the  meetings  will  he 
available  for  public  review 
a])proximately  80  days  after  the 
meetings.  All  c:omments  will  he  made 
])art  of  the  official  case  record. 

Privaev  Act:  Anyone  can  scuirch  the 
electronic  form  of  comments  received 
into  any  of  our  dockets  by  the  name  of 
the  individual  submitting  the  comment 
(or  signing  the  comment,  if  submitted 
on  hcdialf  of  an  association,  business, 
labor  union,  etc.).  You  may  review  a 
Privacy  Act,  sy.stem  of  records  notice 
regarding  our  ])ul)lic  dockets  in  the 
Januarv  17.  2008,  issue  of  the  Federal 
Register  (78  I-R  881  (i). 

Background  and  Purpost; 

Port  Authority  of  New  York  and  New 
J(;rsey  (PANYNJ)  has  projjosed  to 
modify  the  Bayonne  Bridge  across 
navigable  waters  of  the  United  .States  by 
raising  the  roadway  thereby  increasing 
the  vertical  navigational  clearance  from 
ap])roximately  151  feet  to  215  feet  at 
M(um  High  \Vater.  A  thorough 
de.scription  of  the  project  and  how  it 
would  he  comj)leted  can  he  found  at  the 
j)roject’s  Web  site:  http:// 

WWW. panynj.gov/bayonnvbridgc/. 

The  ])roposed  bridge  modification 
project  has  been  identified  as  a 
significant  project  under  ”lm])lementing 
Executive  Order  18004  on  Improving 
Performance  of  Federal  Permitting  and 
Review  of  Infrastructure  Projects:  A 
Fculeral  Plan  for  Modernizing  the 
Fetleral  Permitting  and  Review  Process 
for  Better  Projects,  Imjjroved 
Environmental  and  (k)mmunity 
Outcomes,  and  Quicker  Decisions,” 
dated  June  2012,  which  reejuires 
agencies  to  identify  and  expedite;  the 
jiermitting  and  environmental  review 
process  for  regionally  or  nationally 
significant  infrastructure  projects.  The 
existing  Bayonne  Bridge  has  a  vertical 
navigational  clearance  of  apjeroximatelv 
151  feet  above  the  Kill  Van  Kull  at  Mean 
High  Water.  The  a])plicant  propo.ses  to 
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incroa.so  the  vertical  navigational 
clearance  to  aj)proximatelv  215  feet 
above  tin;  waterway  at  Mean  High  Water 
to  providt;  greater  clearance.s  to 
accommodate  larger,  Post-Fanamax 
vessels  and  thereby  ensure  the  long¬ 
term  viability  of  the  Port  of  New  York 
and  New  jersey.  Post-Panamax  vessels 
are  wider  and  tallm'  shij)s  with  dee])er 
drafts  that  will  he  able  to  traverse 
through  the  Panama  Canal  once 
improvements  on  the  canal  are 
completed  in  2014.  The  expanded 
pnrpo.se  of  the  project  is  to  im])rove  the 
substandard  features  and  .seismic 
.stability  of  the  existing  bridge  and 
ensure  it  conforms  to  modern  highway 
and  .striu:tnral  design  standards.  In 
addition,  the  existing  bridge  is  eligible 
for  listing  on  the  National  Regi.ster  of 
Hi.storic  Places.  Therefore,  the  Coa.st 
Guard  has  initiated  consnltation  under 
.Section  100  of  the  National  Hi.storic 
Preservation  Act.  The  Advisory  Council 
on  Hi.storic  Preservation  has  accepted 
the  Coa.st  Guard  invitation  to  |)articipate 
in  the  .Section  100  j)roces.s. 

Th(5  Coa.st  Guard  issued  the  NEPA 
Workplan,  dated  .Se])temher  2011, 
which  j)rovid(!d  a  discussion  of  the 
jH'oject's  Pnri)ose  and  Need,  i)roject 
alternatives  and  the  framework  of  the 
environmental  analysis.  On  October  31. 
2011,  the  Coa.st  Guard  held  a 
coordination  meeting  with  city,  state 
and  federal  agencies  to  discuss  the 
])roiect’.s  .scope  and  the  NEPA  Workjilan. 
On  November  14,  2011,  the  Coa.st  Guard 
issued  a  solicitation  nujuesting 
comments  from  the  general  public  for 
the  scope  of  the  project  and  the  NEPA 
Workplan.  Comments  received 
following  the  meeting  and  during  the 
solicitation  comment  period  included 
c:oncerns  from  the  IJ..S.  P’ederal  Highway 
Admini.stration,  U.S.  Environmental 
Protection  Agency,  various  private 
organizations  and  individuals,  and 
others  regarding  additional  cargo 
volumes  due  to  larger  ships  entering  the 
Port  of  New  York  and  New  Jersey,  tlie 
ex])an.sion  of  the  ])ort  and  port  facilities, 
and  the  related  impacts  to  air  (jnalitv 
and  traffic.  In  response  to  the.se 
comments,  an  Iiulnced  Demand 
Analysis  was  conducted  by  an 
independent  source  to  stndv  the  impact 
of  the  propo.sed  action  to  those 
commnnities  surrounding  the  I’ort  of 
New  York  and  New  Jersev.  Further 
information  regarding  this  analysis  can 
h(!  found  in  Chapter  18  of  the  Draft  EA 
and  in  A|)i)endix  I.  In  aildition,  the 
(ioast  Guard  met  with  repre.sentatives 
from  minority  and  low  income 
communities  in  .Staten  Island.  NY  and 
Newark,  NJ  to  explain  the  Coa.st  Guard 
bridge  permit  proc:o.s.s  and  to  ensure 


those  communities  have  a  voice  in  the 
public  comimmt  jirocess.  Based  on  the 
information  received  to  date,  the  Coa.st 
Guard  has  determined  that  a  Draft 
Environmental  A.sse.ssment  is  the  most 
appropriate  level  of  environmental 
docnnnmtation  for  this  |)roject.  .Should 
the  Coa.st  (hiard  determine  that  there  an; 
no  significant  impacts  following  the 
comment  period;  a  I’inding  of  No 
.Significant  Impact  would  he  i.ssned. 
llmler  NEPA  procedures,  should 
significant  imjjacts  he  discovenul  during 
the  review  i)roce.s.s,  the  level  of 
environmental  documentation  may  he 
elevated  to  an  Environmental  Impact 
.Statemeid.  The  Draft  EA  and 
a])])endice.s,  Coa.st  Guard  NEPA 
VVorkplan  dated  ,Se])temher  2011, 
“Bayonne  Bridge  Navigational 
Clearance  Program  Responses  to 
.Sco])ing  Comments  NEPA  Workplan.” 
dated  Fehrnary  2012,  are  available 
online  in  the  www.ivgiildt ions. gov 
docket  as  well  as  at  littp://\v\\’\v.uscg. 
mil/  dl/ proven  t  ion/Bridgos.asp. 

Alternatives  for  the  propo.sed  project 
c:onsi(lered  include:  (1)  Taking  no 
action;  (2)  various  hnild  alternatives  that 
satisfy  the  j)nrj)o.se  and  need:  (3)  a 
tnnnel;  (4)  new  cargo  terminals 
con.strncted  downstixsim  of  the  Bavonm! 
Bridge:  and  (5)  a  ferry  .service  in  lien  of 
the  bridge.  Build  alternatives  inchuhul 
raising  the  roadway  within  the  existing 
snperstrnctnre  (])refern!d),  jacking  the 
arch  snperstrnctnre,  converting  to  a  lift 
bridge,  or  constructing  a  new  bridge. 

As  a  structure  over  navigable  waters 
of  the  Dinted  .States,  it  reepdres  a  Coa.st 
Guard  Bridge  Permit  Amendment 
pursuant  to  the  Bridge  Act  of  March  23. 
1000.  as  amended.  Title  33  U..S.C.  401. 
Additionally,  the  bridge  permit 
amendment  would  he  the  major  federal 
action  in  this  undertaking  since  federal 
funds  will  not  he  used,  and  therefore  the 
Dejjartment  of  Homeland  Security, 
through  the  Coa.st  Guard  is  the  federal 
lead  agency  for  review  of  potential 
effects  on  the  human  environment, 
including  hi.storic  ])ropertie.s,  pursuant 
to  the  National  Environmental  Policy 
Act  of  1000  (NEPA),  as  amended  (42 
U.S.C.  4321  et  .seep)  and  the  National 
Hi.storic  Pre.servation  Ac:t  (NHPA),  as 
amended  (10  U..S.C.  470  et  seep). 

The  Coa.st  Guard,  with  assistance  from 
PANYNJ,  has  prejiared  a  Draft  EA  in 
accordance  with  NEPA.  .See  “Viewing 
the  c:onnnent,s  and  Draft  EA”  above.  The 
Draft  EA  identifies  and  examines  the 
reasonable  alternatives  (including  “No 
Build”)  and  as.ses.ses  the  potential  for 
imjjact  to  the  human  environment, 
including  historic  projjerties,  of  the 
alternative  projjo.sals. 

We  are  seeking  j)nhlic  input  on  the 
Draft  EA,  including  comments  on 


comj)letene.ss  and  adecpiacy  of  the 
document,  and  on  other  environmental 
and  historic  preservation  concerns  that 
may  he  related  to  the  jjropo.sed  bridge 
modification  project.  This  includes 
suggesting  analyses  and  methodologies 
for  use  in  the  Draft  EA  or  possible 
sources  of  data  or  information  not 
included  in  the  Draft  EA.  Yonr 
comments  will  he  considertul  while 
making  the  decision  to  jjrepare  a  final 
Environmental  As.sessment,  or  elevate 
the  doenment  to  an  Environmental 
lm])act  .Statement. 

Public  Meetings 

The  (]oast  Guard  will  hold  three 
public  meetings  on  the  Draft  EA.  one  in 
I3ayonne.  NJ,  one  in  .Staten  Island,  NY, 
and  one  in  Newark,  NJ  to  provide  an 
opportunity  for  oral  comments.  The 
specific  times  and  locations  are  as 
follows: 

1.  The  first  public  meeting  will  he 
held  on  Tnesdav.  Fehrnarv  5,  2013,  from 
4  p.m.-9  p.m.  at  Bayonne  High  .School 
Anditorinm,  (iOO  Avenue  A  (30th  .Street 
and  Avenue  A  Eidrance),  Bavonne.  NJ 
07002. 

2.  The  second  |)nhlic  meeting  will  hi; 
held  on  Thursday,  Fehrnarv  7.  2013, 
from  4  ]).m.-9  p.m.  at  .Sung  Harbor 
Cnltnral  Center  Great  Hall,  1000 
Richmond  Terrace,  Building  P,  2nd 
Floor,  .Staten  Island,  NY  10301. 

3.  The  third  ])nhlic  meeting  will  he 
held  on  Wedne.sday,  Fehrnarv  13,  2013, 
from  4  p.m.  to  9  p.m.  at  LeRoy  .Smith 
Public  .Safety  Building,  00  Nekson  Place. 
14th  Floor  Conference  Room,  Newark. 

NJ  07102. 

The  Coa.st  Guard  and  PANYNJ  will 
make  brief  j)re.sentations  at  4  p.m.  and 
7  p.m.  at  each  meeting  to  accommodate 
the  differing  schedules  of  those  wishing 
to  attend.  The  ])nrpose  of  these  meetings 
is  to  consider  an  aj)plication  by  the 
PANYNJ  for  Coa.st  Chiard  ap])roval  of  the 
modification  to  the  hi.storic  Bayonne 
Bridge  across  the  Kill  Van  Knil,  mile 
1.5,  between  Bayonne.  NJ  and  .Staten 
Island,  NY.  All  intere.sted  ]3er.sons  mav 
pre.sent  data,  views,  and  comments, 
orally  or  in  writing,  concerning  the 
impact  of  the  pro|)o.se{i  bridge  project  on 
navigation  and  the  human  environment. 

The  j)nhlic  meetings  will  he  informal. 
A  repre.sentative  of  the  Coa.st  Guard  will 
preside,  make  a  brief  opening  statemeid 
and  announce  the  procedure  to  he 
followed  at  the  meetings.  Attendees 
who  recpie.st  an  opportunity  to  jiresent 
oral  comments  at  a  public  meeting  must 
sign  11])  to  speak  at  the  meeting  site  at 
the  designated  time  of  the  meeting. 
.Speakers  will  he  called  in  the  order  of 
receij)t  of  the  reipiest.  Attendees  at  the 
meetings,  who  wish  to  jiresent 
testimony,  and  have  not  jirevionsly 
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made  a  recjuost  to  do  so.  will  follow 
those  having  suhinitted  a  reqiKist.  as 
time  permits.  All  oral  presentations  will 
1m!  limited  to  three  minutes.  The  ])nhli(; 
meetings  may  end  earlv  if  all  pnjsent 
wishing  to  speak  have  done  so.  Any  oral 
comments  j)rovid(;d  at  the  meetings  will 
he  Iranscrihed  and  placed  into  the 
docket  hv  the  (^oast  Cinard.  Written 
comments  and  related  material  may  also 
1)(*  snhmitted  to  (ioast  Guard  personnel 
specified  at  that  meeting  for  placemcmt 
into  the  d(K:kel  hy  the  Coast  Chiard. 

Information  on  Service  for  Individuals 
With  Disabilities 

For  information  on  facilities  or 
.services  for  individuals  with  disabilities 
or  to  request  special  a.ssistance  at  the 
public  meeting,  contact  Chri.stojiher 
Bisignano.  Bridge  Management 
Specialist.  Fir.st  (ioa.st  (hiard  District. 
U.S.  Coast  Cuard;  at  the  telephone 
ninnhia'  or  email  address  indicated 
under  the  FOR  FURTHER  INFORMATION 
CONTACT  section  of  this  notice.  As 
previously  noted  for  the  first  two 
meetings,  any  recpiests  for  an  oral  or 
sign  language  inter|)r(!ter  mu.st  he 
received  hy  )anuarv  25.  2013.  Such 
r(!(]uests  for  the  Fehruarv  13,  2013 
meeting  in  Newark.  N),  must  he 
received  hy  February  1. 2013. 

This  notice  is  i.ssned  under  tlu; 
authoritv  of  5  ll.S.fi.  552(a). 
Additionally,  the  draft  EA  has  been 
prepanul  in  accordance  with  the  Bridge 
Act  of  March  23.  1000.  as  amended. 

Title  33  l)..S.('.  401  and  the  National 
Environmental  Folicv  Act  (NEl’A)  (42 
IJ.S.fi.  4321  et.  se(j.):  Ciouncil  on 
Environmental  Qualitv  (CiEQ) 
Regulations  for  Implementing  NEPA  (40 
Code  of  Federal  Regulations  (CFR) 
1500-1508)  and  associated  CEQ 
guidelines:  Department  of  Homeland 
Security  Management  Directive  5100.1. 
Environmental  Planning  Program;  and 
Unitiid  States  Coast  (hiard  (U.SfXi) 
Commandant  Instruction  ((X)MDTINST) 
M10475.1D,  National  Environimmtal 
Policy  Act  lmj)lementing  Proc(>dnres 
and  Policy  for  (k)nsidering 
Environmental  Impacts. 

IJiiled:  laiiiiarv  18.  20i:t. 

Hrian  I..  Dunn, 

Adminislralnr.  Office  of  dridgn  Proiiniins. 

I  '..S'.  (jHisI  (hiord. 

U  K  D(k:.  2()i:»-()l.")l)2  I’iliHl  1-24-l.C  H:4.5  iim| 
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DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 
[USCG-201 3-0029] 

Great  Lakes  Pilotage  Advisory 
Committee 

AGENCY:  Coa.st  Cuard,  DHS. 

ACTION:  Committee  Management;  Notice 
of  Federal  Advisory  (kimmittee  Meeting. 

SUMMARY:  The  (iniat  Lakes  Pilotage 
Advisory  (Committee  ((iLPA(')  will  meet 
on  Fehruarv  11, 2013,  in  Cleveland. 

Ohio.  The  meeting  will  he  o])en  to  the 
public. 

DATES:  CLPAC  will  meet  on  Monday, 
Fehruarv  11, 2013,  from  12:30  p.m.  to 
3:30  p.m.  Please  note  the  meeting  mav 
close  early  if  the  committee  comj)letes 
its  business.  Written  material  and 
r(!(]uests  to  make  oral  i)r(!.sentations 
should  reach  us  on  or  before  Fehruarv 
8,2012. 

ADDRESSES:  The  meeting  will  he  held  at 
Coast  (hiard  District  0  Headiiuarters, 
1240  East  9th  .Street,  (ileveland,  Ohio 
441‘)9.  in  conienmce  room  1029.  All 
visitors  to  Coast  Chiard  Distric;t  t) 

1  lead(iuarters  will  have  to  ])re-regi.ster  to 
h(!  admitted  to  the  building.  Plea.se 
|)rovide  your  name.  telej)hone  numher 
and  organization  hy  clo.si;  of  business  on 
Fehruarv  8.  2013.  to  the  contact  ])er.son 
listed  in  FOR  FURTHER  INFORMATION 
CONTACT  below.  Additionally,  all 
visitors  to  (ioast  (hiard  District  t) 
Head(]uarters  must  produce  valid  jihoto 
identification  for  access  to  the  hicility. 

For  information  on  facilities  or 
services  for  individuals  with  di.sahilities 
or  to  re(|uest  special  assistance  at  the 
meeting,  contact  the  j)erson  listed  in  FOR 
FURTHER  INFORMATION  CONTACT  below  as 
soon  as  j)ossihle. 

To  facilitate  ])nhlic  j)articipation,  we 
are  inviting  public  comment  on  the 
issues  to  he  considered  hy  the 
committee  as  listed  in  the  “Agenda” 
section  below.  (Comments  must  he 
submitted  in  writing  no  later  than 
Fehruarv  8,  2013,  and  must  he  identified 
by  |U.SC(i-2{)l  3-00291  <ind  may  be 
submitted  by  one  of  the  following 
methotls: 

•  Fer/ero/  e/?n/e;noAh}g  Porlal:  hltp:// 
w’W’W’.ivgiildtions.oov.  Follow  the 
instructions  for  submitting  comments. 

•  Foa;  202-493-2251. 

•  A/o/F  Docket  Managianent  Fat:ilitv 
(M-30),  l]..S.  Dej)artment  of 
Transportation,  West  Building  (iround 
Floor,  Room  Wl  2-140,  1200  Ninv  jersey 
Avenue  .SE.,  Washington  DCi  20590- 
0001. 

•  Hand  Dolivdvy:  .Same  as  mail 
address  above  between  9  a.m.  and  5 


p.m.,  Monday  through  Friday,  exce])t 
luMleral  holidays.  The  tele])hone  numher 
is  202-300-9329.  To  avoid  duplication, 
please  use  only  one  of  the.se  four 
UKithods. 

Instructions:  All  submissions  received 
must  include  the  words  “De])artmi!nt  of 
Homeland  .Siuairity”  and  the  docket 
numher  for  this  action.  C.omments 
received  will  he  ])osted  without 
alteration  at  http:/ /w'ww .raonlations.oov , 
including  any  personal  information 
provideci.  A"ou  may  review  a  Privacy  Act 
notice  regarding  our  ))uhlic  dockets  in 
the  January  17,  2008,  issue  of  the 
Federal  Register  (73  FR  3310). 

Docket:  For  access  to  the  docket  to 
read  documents  or  comments  related  to 
this  notice,  go  to  http:// 
w’n’w.rcgnlations.gov,  and  use  “l!.S(iC- 
2013-0029”  as  your  search  term. 

A  public  comment  period  of  uji  to  one 
hour  will  he  held  during  the  meeting  on 
February  11, 2013,  after  the  t:ommittee 
completes  its  work  on  the  agenda  given 
under  SUPPLEMENTARY  INFORMATION. 
.Speakers  are  re(|uested  to  limit  their 
comments  to  5  minutes.  Please  note  that 
the  public  comment  period  mav  end 
before  the  hour  allotted,  following  the 
last  call  for  comments,  (kintact  the 
individual  listed  below  to  register  as  a 
s])eaker. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
David  Dean.  CLPAC  Alternate 
Designated  Federal  Officer  (ADFO), 
C.ommandant  ((Xi-5522),  11..S.  (ioa.st 
Cuard  1  leadcpiarfers,  2100  .Second  .Street 
.SW..  Stop  7580,  Washington,  DC  20593- 
7580;  tekqdione  202-372-1533,  fax 
202-372-1914,  or  email  at 
Dovid.J-Dcon@nscg.iniI.  If  you  have 
(|uestions  on  viewing  or  submitting 
material  to  the  docket,  call  Renee  V. 
Wright.  Program  Manager,  Docket 
Operations,  telephone  202-300-9820. 

SUPPLEMENTARY  INFORMATION:  Notice  of 
this  meeting  is  given  under  the  Fcdcrol 
Advisoiv  Committee  y\ct,  5  U..S.C.  Aj)p. 
(Pnl).  L.  ‘)2^03).  CLPAC  was 
established  under  the  authority  of  40 
l)..S.C.  9307.  and  makes 
recommendations  to  the  Secretary  of 
Homeland  .Security  and  the  C.oa.st  (iuard 
on  matters  relating  to  Great  Lakes 
pilotage,  including  review  of  j)ro])osed 
Great  Lakes  pilotage  regulations  and 
|)olicies. 

(iLPAC  ex|)ects  to  meet  at  least  once 
more  this  year  at  the  conclusion  of  the 
com])rehensive  pilotage  study 
mimtioned  in  the  agenda  below.  Further 
information  about  CLPACi  is  available 
by  searching  on  “Great  Lakes  Pilotage 
Advisorv  ('.ommittee”  at  http:// 
www.foco.gov.  Agenda 
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The  GLPAC]  will  meet  to  review, 
discuss  and  formulate  r(!commendations 
on  the  following  issues: 

2013/2014  A])])endix  A  rulemakings 
which  establishes  tlu;  rates  that  pilots 
can  charge  industry  for  their  services. 

Memorandum  of  Arrangements 
between  the  IJ.S.  and  Ganada 
concerning  definitions  and  ])rocednres 
for  ])ilotage  in  the  shared  waters  of  tin; 
Great  Lakes. 

Fstahlishing  a  ])ermanent  split  of  St. 
Lawrence  Riv(!r  ])ilotage  a.ssignments 
through  a  change  jKiint  at  Irocjuois  Lock. 

Status  of  vacant  ratemaking  position 
in  Great  Lakes  Pilotage  Division. 

.Status  of  Great  Lakes  Pilotage 
Division  office  location. 

Presentation  and  discussion  of  the 
latest  draft  of  the  comprehensive 
pilotage  study;  a  copy  of  the  draft  .study 
is  po.sted  to  tlie  electronic  docket.  Please 
.see  instructions  below  for  access. 

This  will  he  followed  by  a  ]nihlic 
comment  jieriod  of  up  to  one  hour. 
.Sj)eaker.s  are  recpiested  to  limit  their 
comments  to  5  minutes. 

More  detaileil  information  and 
materials  relating  to  these  issues  aj)])ear 
ill  the  docket,  including  a  copy  of  the 
draft  jiilotage  study,  at  http:// 
ww'w'.rcgiihitions.gov.  Use  “U.SGG- 
201 3-()()29’’  as  your  search  term. 

Dated:  |amiary  18.  2013. 

D.A.  (aiward, 

Diwclor  Mdhiu;  Tmnspovlutiau  Svslams,  U.S. 
CahisI  diKird. 

IKK  Doc.  2(li:i-(n.S(i:i  MIckI  1-24-1:1:  H:4.")  ami 
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DEPARTMENT  OF  HOMELAND 
SECURITY 

Federal  Emergency  Management 
Agency 

[Internal  Agency  Docket  No.  FEMA-4099- 
DR;  Docket  ID  FEMA-201 3-0001] 

Pennsylvania;  Amendment  No.  1  to 
Notice  of  a  Major  Disaster  Declaration 

AGENCY:  Federal  Emergency 
Management  Agency,  DILS. 

ACTION:  Notice. 

SUMMARY:  This  notice  amends  the  notice 
of  a  major  disaster  declaration  for  the 
Gommonwealth  of  Penn.sylvania 
(FEMA-4()5)n-DR),  dated  january  10. 
2013,  and  related  determinations. 

DATES:  Hffoctiva  Data:  january  17,  2013. 
FOR  FURTHER  INFORMATION  CONTACT: 

Dean  Webster,  Office  of  Response  and 
Recovery.  Federal  Emergeiu;y 
Management  Agency,  500  G  Street  .SW., 
Wa.shington,  DC  20472,  (202)  048-2833. 
SUPPLEMENTARY  INFORMATION:  The  notice 
of  a  major  disaster  declaration  for  the 


Gommonwealth  of  Pennsylvania  is 
hereby  amended  to  include  the 
following  area  among  those  areas 
determined  to  have  been  adversely 
affected  by  the  event  declared  a  major 
disaster  by  the  President  in  his 
declaration  of  January  10,  2013. 

M()nlg<)in(!i y  (^minl  v  for  Public  Assistance, 
including  (lir(!cl  federal  assistance. 

The  following  Ualalog  of  Pculeral  Domestic 
Assislanc.e  Numbers  (C’.PDA)  are  to  be  used 
for  re|)orliug  and  drawing  funds:  ‘17.(13(1. 
Gommunity  Disaster  Loans;  ‘17.(131,  (,’ora 
brown  l''und;  (17.(132,  Crisis  ('.ounsiding: 
(17.(133.  Di.sasliir  Legal  Services:  (17.(134, 
Disaslm-  lInem|)loym(ml  Assistance  (DUA); 
(17.(148.  Lire  Managcumnil  Assistance;  Grant; 
(17.(148,  Disaster  Housing  Assistance  to 
Individuals  and  1  lous(;bolds  in  Presidentially 
Declared  Disasl(;r  Areas:  (17.(14(1, 
Pr(;sid(;ntially  Declared  Disast(;r  Assistance — 
Disaster  Housing  Operations  for  Individuals 
and  Hous(;bolds:  (17.(15(1  Pr(;sidentially 
Declared  Disaster  Assistance  to  Individuals 
and  Households — Olb(;r  Needs:  (17.(138, 
Disast(;r  Grants — Public  Assistance; 
(Pre;siele;ntially  Di;e;lare;el  Discisle;rs):  (17.(13(1. 
Ha/iirel  Mitigeitiein  Grant. 

\V.  Graig  Fugate:, 

Adminislrator,  I'adand  Einargancv 
XUincigdiiKdit  A^ducy. 

IKK  Dot:.  2(U:MI154K  Fil(;il  1-24-i:t:  (1:45  ami 
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DEPARTMENT  OF  HOMELAND 
SECURITY 

Federal  Emergency  Management 
Agency 

[Internal  Agency  Docket  No.  FEMA-4099- 
DR;  Docket  ID  FEMA-201 3-0001] 

Pennsylvania;  Major  Disaster  and 
Related  Determinations 

agency:  Federal  Emergency 
Management  Agency.  DUS. 

ACTION:  Notice. 

SUMMARY:  This  is  a  notice  of  the 
Presidential  declaration  of  a  major 
disaster  for  the  Gommonwealth  of 
Penn.svlvania  (FEMA-4()‘)‘)-DR),  dated 
Jannary  10,  2013,  and  related 
determinations. 

DATES:  Iiffective  Dahr.  January  10,  2013. 
FOR  FURTHER  INFORMATION  CONTACT: 
Dean  Webster,  Office  of  ResjKmse  and 
R(;covery,  Federal  Emergency 
Management  Agency,  500  G  Strecd  SW., 
Washington,  DC  20472.  (202)  848-2833. 
SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  that,  in  a  letter  dated 
Jannary  10,  2013,  the  President  i.ssued  a 
major  di.saster  (Uiclaration  under  the 
authority  of  the  Robert  T.  .Stafford 
Disaster  Relief  and  Emergency 
As.sistance  Act,  42  U.S.G.  5121  (d  saq. 
(the  “.Stafford  Act”),  as  follows: 


1  bavi;  detormined  that  tbo  damage  in 
certain  areas  of  the  Gommonwealth  of 
Penn.sylvania  resulting  from  Hurricane  .Sandy 
during  the  period  of  Oclober  28  to  November 
8.  2(112,  is  of  sufficient  severity  and 
magnitude  to  warrant  a  major  disaster 
declaration  under  the  Robert  T.  .Slidford 
Disaster  Relief  and  Emergency  Assistance 
Act.  42  tb.S.G.  3121  el  seep  (the  "Slafford 
Act").  Therefore,  I  declare  that  such  a  major 
disaster  exists  in  the  Gommonwealih  of 
Pennsylvania. 

In  order  to  provide  Federal  assistance,  von 
are  hereby  authorized  to  allocate  from  funds 
available  for  these  purjioses  such  amounts  as 
you  find  necessary  for  Federal  disaster 
assistance  and  administrative  ex])en.ses. 

You  are  authorized  to  jjrovide  Public 
Assistance  in  the  designated  areas  and 
Hazard  Mitigation  throughout  the 
Gommouwealth.  Direct  Federal  assistance  is 
authorized.  Gonsistenl  with  the  reciuiremenl 
that  Federal  assistance  is  suirplemenlal.  any 
Federal  funds  jjrovided  under  the  .Stafford 
Act  for  Public  Assistance  and  Hazard 
Mitigation  will  he  limited  to  75  ])ercenl  of  the 
total  eligible  costs. 

Further,  you  are  authorized  to  make 
changes  to  this  declaration  for  the  ajiproved 
assistance  to  the  extent  allowable  under  the 
Slafford  Act. 

The;  Fcdunil  Emorgfmcy  Muuagomout 
Agency  (FEMA)  hereby  give.s  notice  that 
pursuant  to  the  authority  vested  in  the 
Admini.strator,  under  Ex(;cutive  Order 
12148,  as  amended,  Thomas  J.  McGool, 
of  FEMA  is  appointed  to  act  as  the 
Federal  (Coordinating  ()ffic(;r  for  this 
major  disaster. 

'I’he  following  areas  of  the 
Gommonwealth  of  Penn.sylvania  have 
h(;en  designated  as  adversely  affected  hv 
this  major  disaster: 

Hudford,  bucks.  Gamcron.  Dau])hin.  Forest, 
Franklin.  Fulton.  Huntingdon,  juniala. 
Monroe.  Norlhanpilon.  Pike.  Potter, 

.Somerset.  Sullivan,  and  Wyoming  (Counties 
for  Public  A.ssistance.  Direct  federal 
assistance  is  authorized. 

All  counties  within  the  (Commonwealth  of 
Pennsvh’ania  are  eligible  to  a|)])ly  for 
assistance  under  the  Hazard  Mitigation  Grant 
Program. 

The  following  (Catalog  of  Federal  Domestic 
Assistance  Numbers  ((CFDA)  are  to  he  used 
for  reporting  and  drawing  funds:  97. 030. 
(Comnumitv  Disaster  Loans;  97.031.  (Cora 
brown  Fund:  97.032.  (Crisis  (Counseling: 
97.033,  Disaster  Legal  .Services;  97.034. 
Disaster  Unemployment  Assistance  (DUA): 
97.048.  Fire  Management  Assistance  Grant; 
97.048.  Disaster  Housing  yXssislance  to 
Individuals  and  Households  in  Presidentially 
Declared  Disaster  Areas:  97.049, 
Presidenliallv  Declared  Disaster  Assisl.mce — 
Di.saster  Housing  ()|)erations  for  Individuals 
and  Households:  97.050.  Presidentially 
Declared  Disaster  Assistance  to  Individuals 
and  Households — Ollier  Needs:  97.038, 
Di.saster  Grants — Public  Assistance 
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(Prosichnitially  llcHlanHl  Disaslors):  97.()a9. 
Ila/.ani  Mitigation  (iraiit. 

\V.  Oai^  Fuf’ali!. 

Adininistmloi .  FvdtHol  EmtTfit'iicy 
Manat’ornant  Afinnrv. 

IKK  :'()i:t-()iri4.T  KiliHl  1-24-13;  K:4r>  ain) 
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DEPARTMENT  OF  HOMELAND 
SECURITY 

Federal  Emergency  Management 
Agency 

[Internal  Agency  Docket  No.  FEMA-4097- 
DR;  Docket  ID  FEMA-201 2-0002] 

Massachusetts;  Major  Disaster  and 
Related  Determinations 

AGENCY:  Federal  Emergency 
Management  Agency.  DHS. 

ACTION:  Notice. 

SUMMARY:  Tliis  is  a  notice  of  tlie 
Presidential  declaration  of  a  major 
disaster  for  the  Commonwealth  of 
Ma.ssachnsetts  (FEMA-40!)7-DR),  dated 
December  It).  2012.  and  ndated 
determinations. 

DATES:  EfU^dive  DaUr.  December  It). 
2012. 

FOR  FURTHER  tNFORMATION  CONTACT: 
Peggy  Milter.  Office  of  Respon.se  and 
Recovery,  f'ederal  Emergency 
Management  Agency.  .500  (i  Street  .S\V., 
Wa.shington.  DC  20472.  (202)  040-3880. 
SUPPLEMENTARY  INFORMATION:  Notice  is 
hereby  given  that,  in  a  letter  dated 
December  It).  2012.  the  President  i.ssned 
a  major  disaster  declaration  under  the 
authority  of  the  Robert  T.  Stafford 
Disaster  Relief  anti  Emergency 
A.ssistance  Act.  42  5121  at  saq. 

(the  “.Stafford  Act"),  as  follows: 

I  have  (l(!teriiiiiie(i  that  th(!  (iainage  in 
cerlain  areas  of  tin;  Cominoinvealtli  of 
Massachusetts  rj;sulting  from  Hurricane 
.Sandy  during  the  ])(;riod  of  Oclolier  27  to 
Novmnlier  H.  2012.  is  of  sufficient  severity 
and  magnitude  to  warrant  a  major  disastiir 
diularation  under  tlu;  Koliert  .Stafford 
tlisastfir  Relief  and  Kmergcmcy  Assistan{:e 
.Act.  42  II..S.(',.  .5121  et  scu].  (tlu!  ".Stafford 
Act”).  'I'hendore,  I  dciclarc;  tliat  such  a  major 
disaster  iixists  in  tlie  (Commonwealth  of 
Massac:liusetts. 

In  ord(!r  to  jirovide  lAideral  assistance,  von 
an;  h(;rehy  aiithori/ed  to  allocate  from  funds 
availahie  for  these  pur|)oses  such  amounts  as 
you  find  n(K;(!ssary  for  l•■(!d(!ral  disastm- 
assistance  and  administrative  (;x|)(;ns(;s. 

You  an;  authori/.<;d  to  provide  Public 
Assistanc:!!  in  the  designated  areas  and 
lla/.ard  Mitigation  throughout  the 
(Commonwealth.  Ilircict  I'ederal  assistanc;e  is 
authorized.  (Consistent  with  the  recpiireimait 
that  lAuleral  assistance;  is  su|)|)h;mental.  any 
t'(;deral  funds  provid(;d  under  the;  .Stafford 
Act  for  Public  Assistance  and  Hazard 


Mitigation  will  he;  limited  to  75  p(;rcenl  of  tlu; 
total  (;ligihl<;  costs. 

Kurtlu;!'.  you  an;  authoriz(;d  to  make; 
chang(;s  to  this  declaration  for  tlu;  ap])rov(;d 
assistance;  tei  the;  e;xte;nt  alleiwahle;  unele;r  the; 
.Stafforel  Ae:t. 

Till!  Fcelcral  Eniorgeme:)'  Managemont 
Agency  (FEMA)  hereby  give.s  neitice  that 
pnrsuant  tei  the  antbeirilv  vest  eel  in  the 
Aelministrateir,  iiniler  Executive  Oreler 
12148.  as  amemtleel.  )ames  N.  Ru.sse),  eif 
FEMA  is  a])])ointetl  to  at:l  as  the  Feeleral 
(Coorelinaling  Offit:er  for  this  major 
eli.saster. 

'I’lie  following  arexis  of  the 
(Commonwealth  of  Massae:biisett.s  have 
been  elesignateel  as  atlvt:rsely  affet:teel  bv 
this  major  elisa.ster: 

llarnstahle;.  Hrislol.  Duke;.  Nanlue:ki!t. 
Plymouth,  ami  .Suffolk  (Ce)untii;s  for  Puhlie: 
Assislani:e;.  l)in;e:t  f(;ileral  assistani:i;  is 
authe)rizi;il. 

.All  i;ounties  within  the;  (Commonwealth  of 
Massae:husi!tts  an;  eligible;  to  ajijilv  for 
assistane:e;  uneli;r  the  Hazarel  Mitigation  (Crant 
Program. 

The;  following  (Catalog  of  l•’e;lll;ral  Dome;slie: 
Assistani;i;  Numh(;rs  ((CKH.A)  <in;  to  he;  us(;il 
for  n;])orting  anel  ilrawing  funds:  ‘17. 030. 
(Community  l)isast(;r  Loans;  07.031.  (Cora 
Brown  I'unil:  97.032.  (Crisis  (Counsi;ling: 
‘17.033.  l)i.saste:r  Le;gal  .Si;rvie;e;s;  97.034. 
I)isasti;r  llne;mployme;nl  Assistance;  (DllA); 
97.040.  Kin;  Mimagi;m(;nt  Assi.stane:i;  (Crant: 
97.04K.  I)isasti;r  Housing  Assistane;e;  to 
Individuals  anil  House;he)lds  in  Pre;sieli;ntiallv 
n(;i:lari;el  nisaste;r  An;as:  97.049. 
Pn;siile;ntially  l)(;e:lari;il  Disasli;r  Assislane:e; — 
Disaster  I  lousing  ()pi;rations  for  Indivieluals 
and  1  louseholils;  97.050.  Pri;siile;nliallv 
D(;i;lare;el  Disasli;r  Assistane:i;  to  Iniliviihuils 
and  I  lousi;holels — ()lh(;r  Ne!e;els;  97.030. 
Disasti;r  (wants — Puhlie;  Assislane;e 
(Pri;siele:ntiallv  D(;e:lare!il  Disa.sti;rs):  97.039. 
Hazarel  Mitigation  (Crant. 

\V.  (Craig  Fugate, 

Aclininistidlnr,  Fadanil  Fnunf’anry 
Manuf’cmanl  Agaiicy. 

IKK  tfiic.  2(11,1-01.541  Kili;(l  1-24-13;  «;4.5  itm| 
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DEPARTMENT  OF  HOMELAND 
SECURITY 

Federal  Emergency  Management 
Agency 

[Internal  Agency  Docket  No.  FEMA-4098- 
DR;  Docket  ID  FEMA-201 3-0001] 

Ohio;  Major  Disaster  and  Related 
Determinations 

AGENCY:  Fcelcnil  Emi!rgt:ncy 
Management  Agency.  DIES. 

ACTION:  Neitice. 

SUMMARY:  'I'bis  is  a  neitice  eif  the 
Preisielential  eleclaratiein  of  a  major 
elisa.ster  for  the  State  of  Ohio  (FEMA- 


4()‘)8-DR),  elateel  January  3,  2013,  anel 
relateul  el(!te:rmi nations. 

DATES:  Effactiva  Data:  )amiary  3,  2013. 

FOR  FURTHER  INFORMATION  CONTACT: 

Dean  Webster,  Office  of  Respon.se  anel 
Ree:eivery,  h’eeleral  I'Cmergency 
Management  Agene.y,  500  (C  Street  SW., 
VVasbinglein.  DC  20472,  (202)  040-2833. 
SUPPLEMENTARY  INFORMATION:  Neitice  is 
hereby  given  that,  in  a  letter  elateel 
jannary  3,  2013,  the  Presielent  issneel  a 
major  elisa.ster  eleclaratiein  nneler  the 
antbeirity  of  the  Robert  T.  Stafforel 
Disaster  Relief  anel  Emengency 
A.ssistemce  Act,  42  U.S.(C.  5121  at  saq. 

(the  “Stafforel  Act”),  as  follows: 

1  have;  ele;te;riniiu;el  that  the;  elamage;  in 
e:e;rlain  are;as  eil  the;  .State;  eif  Ohiei  re;sulling 
freim  S(;v(;re;  steirms  anel  fleioeling  eliie;  to  the; 
re;mnants  eif  1  lurrie:ane!  .Sandy  elnring  the; 

|ie;rieid  Octeilie;!'  29-3(1,  2012,  is  of  sulficieint 
se;v(;rity  :mel  magnitude;  to  warrant  a  meijor 
elisasle;r  de;e:laratiein  nnde;r  the;  Re)lie;rt  T. 
Slaffeird  Disaste;r  K(;lie;f  and  Eme;rge;ne;y 
Assislime:e;  Act,  42  11..S.C.  5121  at  saq.  (the; 
‘‘Stiifforel  Ae:l”).  The;re;feire;,  1  de;e:hire;  that  sue:h 
a  niiijor  elisasle;!'  e;xisls  in  the;  .Stale;  of  Ohiei. 

In  eirele;!'  lei  jireiviele;  l''(;el(;nil  assislane;e;,  vein 
are;  heerohy  anthorizeed  to  id  locale;  from  fnnels 
iiviiiliilile;  for  lhe;.se;  pni'iieisns  sue;h  amenmis  iis 
vein  finel  ne;c(;ssarv  for  F(;eli;nil  elisasle;r 
iissistiiiuie;  and  aelminisiralive;  (!xp(;nse!s. 

Vein  are;  iiulhorizeiel  tei  preivide;  Pnhiie: 
Assisliince;  in  the;  d(;signiil(;el  <n'e;as  anel 
lliiziirel  Miligatiein  througheinl  the;  Slate;. 
(Ceinsistemt  with  the;  ri;epnre;me;nl  that  F(;d(;nd 
iissisliince;  is  supiile;m(;nlal.  any  Fe;ele;riil 
funds  ]iroviel(;el  nnde;r  the;  .Slidfeirel  Ae:t  for 
Puhlie:  Assislime:e;  and  Ihizarel  Miligatiein  will 
he;  limileid  to  75  ii(;re:e;nl  eif  the;  teilal  eiligilile; 
e;eisls. 

Kurlhe;r,  yein  are;  autheirizeiel  lei  in.ike; 
e:himge;s  to  this  ele!e:laniliein  for  the;  ;ip]ir(ive;el 
iissistime:e;  to  the;  eixleinl  idleiwalile;  nnde;r  the; 
.Stafford  Ae:t. 

The  Feelenil  FCmergency  Management 
Agency  (FEMA)  hereby  giveis  notice  that 
]inr.snant  to  the  antbeiritv  vesteiel  in  the 
Aelmini.strator.  nneleir  Exeicntive  Oreler 
12148,  as  ameneleul,  Warren  J.  Riley,  of 
FEMA  is  aji]ieiinteel  tei  act  as  the  Feeleral 
(Ceiorelinating  Officer  for  this  majeir 
eli.saster. 

'I'be  folleiwing  areas  eif  the  .State  of 
Ohio  have  been  elesignateel  as  adversely 
aff(!e:teel  by  this  major  eli.saster: 

(aiviiheiga  Comity  for  Puhlie;  Assislime;e;. 

All  e;einntie!S  within  the;  .Sliile;  eif  Ohiei  are; 
e;ligihle;  tei  a]iply  feir  iissistaneie;  nneler  the; 
Haziird  Miligiition  Crant  Preignnn. 

The;  following  Calaleig  eif  Feeleral  Domeslie: 
Assislane;e  Numlieirs  ((3'DA)  iire;  lei  he  used 
feir  re;]iorling  anel  elrawing  funels:  5)7. ()3(), 
Community  Disasteir  Loiins;  97.031.  Coiii 
Breiwn  Funel:  5)7.032,  Crisis  (^einnseiling; 
5)7.033.  Disaster  Legal  .Se;rvie;es;  5)7.034, 
Disasteir  lInem]iloyme;nl  Assi.slane:e!  (DUA): 
5)7.040.  Fire;  Mimage;menl  Assislane;e:  Ciiinl; 
5)7.048.  Disaster  Heiusing  Assislime;e;  tei 
Inelivieluals  anel  I  louseiheilels  in  Preisielenlially 
De;e;lar(;el  Disasteir  Areas;  5)7.049, 
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l*r(!si(l(!ntially  D(!(:lari!(l  Disasl(!r  AssiKlanc;(; — 
IDisasIcr  Housing  Opciralions  for  Individuals 
and  I  lousdiolds:  97.0o0.  I’rosidunlially 
l)(!(:lar(Kl  nisaslor  Assislancu  to  Individuals 
and  Honsdiolds — Odior  NcmuIs;  ‘)7.():U). 
nisaslor  (Jranls — I’nidic  Assislanco 
(I’rosidcndially  Dcudanul  DisasUirs):  97.()a!). 
Hazard  Miligalion  (Irani. 

\V.  (Iraig  Fiigalc!, 

Adniinistnilor,  Fadanil  Iiinaroaiicv 
XldiKiffnntiid  Agfuif.-y. 

H-'K  Doc.  :i()i:i-(n.")47  l•'il(!(l  l-24-i:t;  H;4rj  and 
BILLING  CODE  9111-23-P 

DEPARTMENT  OF  HOMELAND 
SECURITY 

U.S.  Citizenship  and  Immigration 
Services 

[0MB  Control  Number  1615-0046] 

Agency  Information  Collection 
Activities:  Inter-Agency  Alien  Witness 
and  Informant  Record,  Form  I-854, 
Extension  Without  Change,  of  a 
Currently  Approved  Collection 

action:  ()()-Day  notice. 

The  Department  of  Homeland 
.Security,  U.S.  Citizen.ship  and 
Immigration  Services  (US("lS)  will  he 
suhmitting  the  following  information 
collection  recpiest  for  review  and 
clearance  in  accordance  with  the 
Paperwork  Reduction  Act  of  1(H)5.  I’he 
information  collection  is  ])uhlished  in 
the  Federal  Register  to  obtain  comments 
from  the  ])uhlic  and  affected  agencies. 
Uomments  are  encouraged  and  will  he 
accepted  for  lit)  davs  until  March  2(), 
2013. 

During  this  60  day  jjeriod.  USCIS  will 
he  evaluating  whether  to  revise  the 
Form  1-854.  vShould  USCIS  decide  to 
revise  Form  1-854  we  will  advise  the 
])uhlic  when  we  publish  the  80-day 
notice  in  the  Federal  Register  in 
ac:cordance  with  the  Pajjerwork 
Reduction  Act.  The  jjuhlic;  will  then 
have  80  days  to  comment  on  any 
revisions  to  the  Form  1-854. 

Written  comments  and/or  suggestions 
regarding  the  item(s)  contained  in  this 
notice,  especially  regarding  the 
estimated  public  burden  and  a.ssociated 
resj)onse  time,  .should  he  directed  to  the 
Department  of  Homeland  Security 
(DHS),  USCIS,  Office  of  Policy  and 
Strategy,  Laura  Dawkius,  Chief, 
Regulatory  Coordination  Division,  20 
Ma.ssachusetts  Avenue  N\V., 
Wa.shington,  DC  20520-2140. 

Comments  may  he  submitted  to  DHS  via 
emai  1  at  uscisfi'coinmdnt@iiscis. clhs.gov 
and  must  include  OMI3  Control  Number 
1615-0046  in  the  subject  box. 

Comments  mav  akso  he  submitted  via 


the  Federal  eRulemaking  Portal  at 
www.nc^gulcd ions.gov  undvr  e-Docket  ID 
numher  USClS-2006-0062. 

All  submissions  received  must 
include  the  agency  name  and  Docket  ID. 
Regardless  of  the  method  used  for 
suhmitting  comments  or  material,  all 
submissions  will  he  |)osted,  without 
change,  to  the  Federal  eRulemaking 
Portal  at  hit p://\v\v\v. rogiilations.gov, 
and  will  include  any  j)ersonal 
iidbrmation  yon  |)rovide.  TheriTore, 
suhmitting  this  information  makes  it 
public.  You  may  wish  to  consider 
limiting  the  amount  of  personal 
information  that  you  provide  iii  any 
voluntary  submission  you  make  to  DHS. 
DHS  may  withhold  information 
])rovided  in  comments  from  public 
viewing  that  it  determines  may  impact 
the  privacy  of  an  individual  or  is 
offeusive.  For  additional  information, 
please  read  the  Privacy  Act  notice  that 
is  available  via  the  link  in  the  footer  of 
http:/ /w’w'w. rogulations.gov. 

(1)  Evaluate  whether  tlie  pro])osed 
collection  of  information  is  necessary 
for  the  pro])er  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
l)ractical  utility: 

(2)  Evaluate  the  accuracy  of  the 
agencies  estimate  of  the  burden  of  the 
])roposed  collection  of  information, 
including  the  validity  of  the 
methodologv  and  assumptions  used; 

(8)  Enhance  the  (luality.  utility,  and 
clarity  of  the  information  to  he 
collected:  and 

(4)  Minimize  the  hurden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  approjjriate  automated, 
electronic.  mec:hanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  j)ermitting  electronic  submission  of 
resjjon.ses. 

Overview  of  This  Information 
Collection 

(1)  Typo  of  Information  Collootion: 
Extension  without  Change,  of  a 
currentlv  a])j)roved  information 
collection. 

(2)  Titio  oftho  Torin/Colloction:  Inter- 
Agency  Alien  Witness  and  Informant 
Record. 

(8)  Agoncy  form  nnmhor,  if  any,  and 
tho  applioahlo  componont  oftho 
Dopartmont  of  Homoland  Socnrity 
sponsoring  tho  ('.(dictation:  Form  1-854. 
U.S.  Citizen.ship  and  Immigration 
Services  (USCIS). 

(4)  Affoctod  public  who  will  ho  askod 
or  rocjuirod  to  rospond,  as  woll  as  a  hriof 
abstract:  PrimaiY:  Individuals  or 
Households.  Form  1-854  is  used  by  law 
enforcement  agencies  to  bring  alien 


witnesses  and  informants  to  the  United 
States  in  “S”  nonimmigrant 
classification. 

(5)  An  ostimato  oftho  toted  nnmhor  of 
rosfmndonts  and  tho  cnnonnt  of  timo 
ostimatod  for  an  avorago  rospondont  to 
rospond:  1 86  responses  at  4  hours  and 
15  minutes  j)er  res])on.se. 

(6)  An  ostimato  oftho  toted  public 
hnreion  (in  hours)  associatoel  with  tho 
e:olloe:tion:  578  annual  burden  hours. 

If  you  have  additional  comments, 
suggestions,  or  neiul  a  cojjy  of  the 
[iroposed  information  collection 
instrument  with  instructions,  or 
additional  information,  plea.se  visit  the 
Federal  eRulemaking  Portal  site  at: 
http://www.rognlations.gov. 

We  may  also  he  contacted  at:  USCIS, 
Office  of  Policy  and  Strategy,  Regulatory 
Coordination  Division.  20 
Ma.ssachusetts  Avenue  NW., 
Wa.shington.  DC  20529-2140. 

Tele])hone  numher  202-272-8877. 

Datiul:  lanuarv  18.  2013. 

Laura  Dawkins, 

CJiiof.  liogidedniT  (ioordiiuition  Division, 
Office  ofPoIie:y  and  Stredogy,  I  ^.S’.  Citizenship 
(111(1  liiimigration  Services.  Departinent  of 
Uoinehind  Security. 

IKK  Due.  20i:t-()l.'>14  Kilad  1-24-1.3;  8:45  ain| 
BILLING  CODE  9111-97-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

U.S.  Citizenship  and  Immigration 
Services 

[0MB  Control  Number  1615-0113] 

Agency  Information  Collection 
Activities:  InfoPass  System,  No  Form 
Number;  Extension,  Without  Change, 
of  a  Currently  Approved  Collection 

ACTION:  80-Day  notice. 

SUMMARY:  The  Dejiartment  of  Homeland 
Security  (DHS).  U.S.  Citizenship  and 
Immigration  Services  (USCIS)  will  he 
submitting  the  following  information 
collection  reque.st  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review  and  clearance  in  accordance 
with  the  Paperwork  Reduction  Act  of 
1995.  The  information  collection  notice 
was  jireviously  published  in  the  Federal 
Register  on  October  81, 2012,  at  77  FR 
65898,  allowing  for  a  60-day  jmhlic 
comment  jieriod.  U.SCLS  did  receive  1 
comment  in  connection  with  the  60-day 
notice. 

DATES:  The  purpose  of  this  notice  is  to 
allow  an  additional  80  days  for  public 
i:omment.s.  Comments  are  encouraged 
and  will  he  act:epted  until  February  25, 
2018.  This  |)roce.ss  is  conducted  in 
accordance  with  5  CFR  1820.10. 


5478 


Federal  Register / Vol.  78.  No.  17/Fri(lay,  january  2.5,  2013 /Notices 


ADDRESSES:  Written  comments  and/or 
suggestions  regarding  the  item(s) 
contained  in  this  notice,  especially 
regarding  the  estimated  public  burden 
and  as.social(!d  response  time,  must  he 
directed  to  the  OMH  llSCdS  D(;sk  Officer 
via  email  at 

()ir(i_siihiiussi()n@()mb.(;()p.f>()\’.  The 
(.omments  submitted  to  the  OMB  IJSCd.S 
Desk  Officer  may  also  lx;  snhmitled  to 
DHS  via  the  Federal  eRnlemaking  Portal 
Web  site  at  hHj}://\v\v\\’.r(i<’ul(itioiis.f>ov 
under  e-Docket  II)  nnmher  USCdS- 
2()()t)-()024  or  via  email  at 
iiscisfr(:()ninu^n1@iis(:is.(ihs.g()\'.  All 
submissions  received  must  include  the 
agency  name  and  the  OMB  Oontrol 
Number  181. 5-01  13. 

SUPPLEMENTARY  INFORMATION: 

(Comments 

Regardless  of  the  method  used  for 
submitting  comments  or  material,  all 
snhmi.ssions  will  he  po.sted.  without 
change,  to  the  Federal  eRnlemaking 
Portal  at  www.raguldtions.gov,  and  will 
include  any  personal  information  von 
provide,  'fherefore.  submitting  this 
information  makes  it  j)nhlic;.  Yon  may 
wish  to  consider  limiting  the  amount  of 
personal  Information  that  yon  provide 
in  any  voluntary  submission  vou  make 
to  DIPS.  For  additional  information 
])Iea.se  read  the  Privacy  Act  notice  that 
is  available  via  the  link  in  the  footer  of 
www.wgiihitions.gov. 

Note:  'I'lie  addrciss  lislnd  in  lids  notice 
should  only  lx;  usixl  to  snhinil  i:oinments 
concerning  this  inlorimilion  collection. 

Pleas(!  do  not  sul)init  recinests  lor  individual 
case  stains  iixituries  to  this  address.  If  von 
are  sei!king  infornialion  about  llu;  status  of 
your  individual  case,  pleasi;  chi;ck  "My  (iase 
.Status”  online  at:  hlti)s://(tgav.tiscis.g()v/(:ris/ 
Dnshboard.do.  or  call  the  IKSCihS  National 
Caisloiner  .Siirvicc;  Ci(!nt(;r  at  l-8()0-37.5-.5283. 

Written  comments  and  suggestions 
from  the  public  and  affectixl  agencies 
.should  address  one  or  more  of  the 
following  four  points: 

(1)  Evaluate  whether  the  j)ro])o.sed 
collection  of  information  is  nece.s.sarv 
for  the  jJi'oper  performance  of  the 
fnnc:tions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility; 

(2)  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
proj)osed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assnm|)lion.s  n.sed; 

(3)  Enhance  the  (luality.  utility,  and 
clarity  of  the  information  to  lx; 
collected;  and 

(4)  Minimize  the  burden  of  the 
collection  of  infi)rmation  on  those  who 
are  to  respond,  including  through  the 
use  of  aj)j)ropriate  automated, 
electronic,  mechanical,  or  other 


technological  collection  techniques  or 
other  forms  of  information  technologv. 
e.g..  permitting  electronic  submission  of 
re.s))on.ses. 

Overview  of  This  Information 
Oollection 

(1)  Tvpd  of  Infoniuilion  (^olhudion 
lUujuosI:  Extension.  Without  (lhange.  of 
a  (xirnmtly  Aj)proved  (’.ollection. 

(2)  Title  of  the  Fonu/Ciolleetion: 
InfoPass  System. 

(3)  Ageiiev  form  mimher,  ifonv.  and 
the  (ip}}licahle  component  of  the  T)US 
sponsoring  the  collection:  No  h’orm 
Number;  D.SOIS. 

(4)  Affected  public  who  will  he  asked 
or  recjidred  to  respond,  as  well  as  a  brief 
abstract:  Primaiv:  Individuals  or 
hoiKseholds.  The  InfoPass  system  allows 
an  a])plicant  or  petitioner  to  schedule  an 
interview  appointment  with  IkSChS 
through  IISCIS’  Internet  Web  site. 

(.5)  An  estimate  of  the  total  nnmher  of 
resj)ondents  and  the  amount  of  time 
estimated  for  an  average  respondent  to 
respond:  1.043.319  res])ond(!nt.s  with  an 
e.stimated  burden  of  .1  hour  ))er 
res])on.se. 

(0)  An  estimate  of  the  total  public 
harden  (in  hoars)  associated  with  the 
collection:  104.332  hours. 

If  von  need  a  copy  of  the  information 
colhiclion  instrument  with 
supplementary  dociuiKints.  or  need 
additional  information.  ])lea.se  visit 
http://www.reguiations.gov.  We  may 
also  he  contacted  at:  II.SCKS,  Office  of 
Policy  and  .Strategy.  Rcigulatory 
(Coordination  Division.  20 
Mas.sachu.setts  Avenue  NW.. 
Washington.  DO  20.529-2134; 

Telei)hone  202-272-8377. 

l)iil(!(l:  laniiary  18,  201:1. 

Laura  Dawkins, 

Chief.  Reguhilary  Coordination  Division. 
Office  of  Policy  and  Strategy,  I  IS.  Citizenship 
and  Innnigiidion  Seivices.  Department  of 
Homeland  ,Sec m  i ly. 

|FR  Hoc.  201  :i-01. '■)!.'■)  Fil(!(l  l-24-i:i:  ain| 

BILLING  CODE  9111-97-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5690-N-02] 

Notice  of  Revised  Information 
Collection  for  Public  Comment;  Public 
Housing  Authority  Executive 
Compensation  Information 

agency:  Office  of  the  A.ssistant 
.Secretary  for  Public  and  Indian 
Housing,  MUD. 

ACTION:  Notice  of  Revisixl  Information 
(Collection. 


SUMMARY:  The  revi.sed  information 
collection  described  below  will  he 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review,  as 
refiuired  by  the  Pajierwork  Reduction 
Act.  The  Department  is  soliciting  jmhlic 
comments  on  the  subject  jiroposal. 

DATES:  Comments  Dm;  Date:  March  28, 
2013. 

ADDRESSES:  Interested  jiersons  are 
invited  to  submit  comments  regarding 
this  Jiroposal.  (Comments  should  refer  to 
the  jirojiosal  by  name/or  OMB  (Control 
nnmher  and  should  he  .sent  to:  (Colette 
Pollard.  Dejiart mental  Rejiorts 
Management  Officer.  QDAM, 

Dejiartment  of  Housing  and  Urban 
Develojiment.  4.51  7th  .Street  .SW..  Room 
4180,  Washington.  DC  20410-.5000; 
telejihone  202-402-3400  (this  is  not  a 
toll-free  number)  or  email  Ms.  Pollard  at 
Colette_Pollard@lnid.gov.  Persons  with 
hearing  or  sjieech  imjiairments  may 
acce.ss  this  number  through  TTY  hv 
calling  the  toll-free  Federal  Information 
Relay  Service  at  (800)  877-8339.  (Other 
than  the  HUD  U.SER  information  line 
and  TTY  numhers.  telejihone  numhers 
are  not  toll-free.) 

FOR  FURTHER  INFORMATION  CONTACT: 
Arlette  Mussington,  Office  of  Policy, 
Programs  and  Legislative  Initiatives, 

Pill,  Dejiartment  of  Housing  and  Urban 
Develojiment,  4.51  7th  .Street  .SW. 
(L’Enfant  Plaza,  Room  2208), 
Washington.  DC  20410;  telejihone  202- 
402-4109.  (this  is  not  a  toll-free 
nnmher). 

SUPPLEMENTARY  INFORMATION:  The 
Dejiartment  is  suhmitting  a  revision  to 
the  jirojiosed  information  collection  to 
OMll  for  review,  as  retjnired  by  the 
Pajierwork  Reduction  Act  of  lt)9.5  (44 
U..S.(C.  chajiter  35,  as  amended).  This 
Notice  is  .soliciting  comments  from 
memliers  of  the  jiulilic  and  affected 
agem:ies  concerning  the  revised 
collection  of  information  to:  (1)  Evaluate 
whether  the  revisions  are  necessary  for 
the  jirojier  jierformance  of  the  functions 
of  the  agency,  including  whether  the 
information  will  have  jiractical  utility; 
(2)  Evaluate  the  accuracy  of  the  agency’s 
estiniiite  of  the  burden  of  the  jirojiosed 
collection  of  information;  (3)  Enhance 
the  (juality,  utility,  and  clarity  of  the 
information  to  he  collected;  and  (4) 
Minimize  the  burden  of  the  collection  of 
information  on  those  who  are  to 
resjiond;  including  the  use  of 
ajijirojiriate  automated  collection 
teclmiijues  or  other  forms  of  information 
tec:hnology,  e.g.,  jiermitting  electronic 
submission  of  resjionses. 

This  Notice  also  lists  the  following 
information: 
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Tit  hi  of  Proposal:  Public:  Housing 
Authority  Executive;  C'onipeusation 
Inforination. 

OMB  (Control  Niinibor,  if  applicablo: 
2577-0272. 

Dos(:rii)tion  oftho  naad  for  tha 
information  and  proposad  iisa:  Pursuant 
to  PIH  Notice  2011-48.  HUD  has  l)(;(;n 
collecting  inforination  on  the 
comiJensation  provided  hy  public 
housing  authorities  (PHAs)  to  their  five 
most  highly  compciusated  employees, 
similar  to  the  information  that  non¬ 
profit  organizations  receiving  federal  tax 
(;xem])tions  are  niejuired  to  re])ort  to  the 
IRS  annually.  Since  PHAs  rt;ceive 
significant  dircict  fcideral  funds,  such 
ciompensalion  information  has  been 
collected  hy  HUD  to  enhance  oversight 
by  HUD  and  by  state  and  local 
authorities.  Aftc;r  HUD  hcigan  this 
information  collection.  Congress 
included  a  provision  in  its  fiscal  year 
2012  a|)propriations  legislation  that 
jdaced  a  sjjecific  cap  on  the  u.se  of 
Section  8  and  Section  9  funds  to  pay  the 
.salaricis  of  PHA  offic:ials.  To  cjhtain 
information  that  will  help  HUD 
dcitermine  PHA  comjiliance  with  this 
and  future  legislation,  and  to  achieve 
the  same  overall  ohjec:tives  of  the 
original  information  collection.  HUD  is 
revising  the  data  collciction  instrument 
to  collec;t  information  on  base  .salarv. 
and  bonus  and  inccaitive  comjien.sation, 
and  the  (;xtent  to  which  such  jiavments 
are  made  with  federal  funds. 

Changes  include  obtaining  data  on 
total  cash  compensation  j)aid  for  with 
Section  8  and  Section  9  funds.  The  new 
elements  replace  several  segments  such 
as  “Reportahle  Comjiensation  from  PHA 
and  Related  Organizations”  and 
“Contrihutions  to  Emjiloyee  Benefit 
Plans  and  Deferred  Compensation  from 
the  PHA  and  Related  Organizations”. 

Agency  form  numbers,  if  applicable: 
HUD-52725. 

Estimation  of  the  total  numbers  of 
hours  needed  to  prepare  the  information 
collection  including  number  of 
respondents,  frequency  of  res{)onse,  and 
hours  of  response:  'I’he  number  of 
burden  hours  is  1372.  The  number  of 
respondents  is  4118,  the  numher  of 
resjionses  is  4118,  the  frequency  of 
response  is  annually,  and  the  burden 
hour  per  res])onse  is  20  minutes. 

Status  of  the  proposed  information 
collection:  This  is  a  revised  collection. 

Authority:  I  he  Pa|)erw()rk  Keduclioii  Act 
of  199.5.  44  II.S.C...  (lia])ter  3,5,  as  ameiuied. 

Dated;  |aniiary  18,  2013. 

Merrie  Nichols-Dixon, 

Deputy  Director,  Office  of  Policy,  Progroiu 
and  Legislative  Iiiiliutives. 

If'K  Doc.  201:1-01.5,58  Mlod  1-24-1  :i;  8:45  iim| 
BILLING  CODE  4210-67-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5687-N-02] 

Notice  of  Proposed  Information 
Collection:  Comment  Request; 
Housing  Counseling  Training  Program 

agency:  Office  of  the  Assistant 
Secretary  for  Housing.  HUD. 

ACTION:  Notice. 


SUMMARY:  The  projiosed  information 
collection  retiuirement  descrihed  below 
will  be  submitted  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review,  as  reijuired  liy  the  Pajierwork 
Reduction  Act.  The  fleparfment  is 
soliciting  public  comments  on  the 
subject  pro])o.sal. 

DATES:  Comments  Due  Date:  March  28, 
2013. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  comments  regarding 
this  projiosal.  (Comments  should  refer  to 
the  jiroposal  hy  name  and/or  OMB 
Control  Number  and  should  be  .sent  to: 
Reports  Liaison  Officer,  Department  of 
Housing  and  Urban  Development,  451 
7th  Street  SVV.,  Washington,  DC  2()41(), 
Room  9120  or  the  number  for  the 
Federal  Information  Relav  Service  (1- 
800-877-8339). 

FOR  FURTHER  INFORMATION  CONTACT: 

lerrold  Mayer,  Deputy  Director,  Office  of 
Outreach  and  (kqiacity  Building,  Office 
of  Housing  Coun.seling.  U.S.  Department 
of  Housing  and  Urban  Development, 
Santa  Ana  Federal  Building,  34  (iivic 
Center  Plaza,  Room  7015,  Santa  Ana, 

CA  92701-4003.  telephone  numher 
(714)  798-1200,  extension  3211  (this  is 
not  a  toll  free  number). 

SUPPLEMENTARY  INFORMATION:  The 
Department  is  submitting  the  proposed 
information  collection  to  OMB  for 
review,  as  reejuired  by  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 
Chajiter  35,  as  amended). 

This  Notice  is  soliciting  comments 
from  memh(;rs  of  the  jnihlic  and  affected 
agencies  concerning  the  proposed 
collection  of  information  to:  (1)  Evaluate 
whether  the  jirojiosed  collection  is 
neces.sary  for  the  projier  jierformance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
])ractical  utility:  (2)  Evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  projio.sed  collection  of 
information;  (3)  Enhance  the  (luality, 
utility,  and  clarity  of  the  information  to 
be  collected:  and  (4)  Minimize  the 
hurden  of  the  collei:tion  of  information 
on  those  who  are  to  respond;  including 
the  use  of  apjiroiiriate  automated 
collection  techni(]ue,s  or  other  forms  of 


information  technology,  e.g.,  jiermitting 
electronic  suhmission  of  responses. 

I'his  Notice  also  lists  the  following 
information: 

Title  of  Proposed:  Housing  (ionn.seling 
'1' raining  Program. 

OMB  Control  Nund)er,  if  applicedde: 
25{)2-()587. 

Description  of  the  need  for  the 
information  and  proposed  u.se;  The 
Housing  Counseling  Training  NOFA, 
which  recpiests  narrative  responses, 
forms,  and  supporting  documentation, 
is  u.sed  hy  the  Department’s  Office  of 
1  lousing  Coun.seling  to  rank 
ajiplications  submitted  through 
Crants.gov.  The  collection  allows  HUD 
to  evaluate  and  select  the  mo.st  (]ualified 
applicant(s).  Post-award  collection,  such 
as  quarterly  reports,  will  allow  HUD  to 
evaluate  grantee  jierformance. 

Agency  form  numbers,  if  applicable: 
SF  424,  SF  424  Snjip.  HUD  424CB.  SF- 
LLL,  HUD  2880.  HUD  98010.  HUD 
2994a. 

Estinndion  of  the  total  numbers  of 
hours  needed  to  prepare  the  information 
collection  including  number  of 
respondents,  frequency  of  response,  and 
hours  of  response:  The  numt)(;r  of 
burden  hours  is  983.  The  numher  of 
resjiomlents  is  15,  the  number  of 
resjiouses  is  51,  the  freijuency  of 
resjionse  is  on  occasion,  and  the  burden 
hour  jier  resjion.se  is  79.14. 

St(dus  of  the  proposed  information 
collection:  This  is  an  extension  of  a 
currently  ajijiroved  collection. 

Autlierity:  TIk;  Paperwork  Reduction  At:l 
of  1995,  44  ll..S.t;..  Chapter  35.  as  aineiuled. 

Dated:  )amiarv  18.  2013. 

Laura  M.  Marin, 

Acting  dciicnd  Dcpulv  Assi.stanI  Secretary 
for  Housing — Acting  General  Deputy  Federcd 
Housing  Gonnnissioner. 

|FK  Doc.  2(u:t-(ll.5{i()  Kiletl  l-24-i:t:  8:45  am| 
BILLING  CODE  4210-67-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5681 -N-04] 

Federal  Property  Suitable  as  Facilities 
To  Assist  the  Homeless 

agency:  Office  of  the  A.ssistant 
Secnitarv  for  Communitv  Planning  and 
Develojiment,  HUD. 
action:  Notice. 

SUMMARY:  This  Notice  identifies 
unutilized,  underutilized,  excess,  and 
surjilus  Federal  jirojiertv  reviewed  by 
HUD  for  suitability  for  jiossible  u.se  to 
assist  the  homeless. 

FOR  FURTHER  INFORMATION  CONTACT: 
Juanita  Perry.  Dejiartinent  of  Housing 
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and  Urban  Development,  451  Seventh 
Stn!«;t  S\V.,  Room  7202,  Wasliington,  D(; 
20410;  telephone  (202)  402-3070:  TTY 
ninnher  for  the  hearing-  and  speech- 
impaired  (202)  708-2505,  (these 
telephone  numbers  are  not  toll-free),  or 
call  the  toll-free  Title  V  information  line 
at  800-027-7588. 

SUPPLEMENTARY  INFORMATION:  In 
accordance  with  the  Decemher  12.  1088 
court  order  in  Xdtional  Codlition  for  tlw 
Hoiuoloss  V.  Votoruns  Administmlion. 
No.  88-2503-O(;  (D.D.C.),  HUD 
])ublishes  a  Notice,  on  a  weekly  basis, 
identifying  unutilizetl,  underutilized, 
excess  and  surplus  Federal  buildings 
and  real  property  that  HUD  has 
mviewed  for  suitability  for  u.se  to  assist 
the  homeless.  Today’s  Notice  is  for  the 
purj)o.se  of  announcing  that  no 
additional  properties  have  been 
determined  .suitable  or  unsuitable  this 
wt!i;k. 

Dated:  |aiiuary  17.  201.3. 

Mark  )uhnsloii. 

Deputy  Assistiinl  Secretary  for  Special  Xeeds. 
|I'K  l)(K..  2(li:i-l)i:H)a  Filed  «:4I>  ain| 

BILLING  CODE  421l>-e7-P 


DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R2-ES-201 2-N240; 

FXES1 1 1 50200000-1 34-FF02ENEH00] 

Draft  Candidate  Conservation 
Agreement  With  Assurances  and  Draft 
Environmental  Assessment;  Rio 
Grande  Cutthroat  Trout,  New  Mexico 
and  Colorado 

agency:  Fish  and  Wildlife  Service. 
Interior. 

ACTION:  Notice  of  availability;  reque.st 
for  comment. 

SUMMARY:  Vermejo  Park.  LLC.  d/b/a 
Vermejo  Park  Ranch  (Ajiplicant).  has 
ap|)li(;d  for  an  enhancement  of  survival 
|M!rmit  pursuant  to  Section  lC)(a)(l)(A) 
of  the  Kndangered  Species  Act  of  1973. 
as  amended.  'I’he  permit  a])])lication 
includes  a  draft  (Candidate  Con.servation 
Agreement  with  A.ssurances  ((X^AA) 
iMitween  the  U.S.  Fish  and  Wildlife 
.Service  (.Service)  and  Vminejo  Park 
Ranch  for  the  Rio  tirande  cutthroat  trout 
in  Taos  CXiuntv,  New  Mexico,  and 
(Xistilla  (X)unty.  (Colorado.  If  the  Rio 
(Irande  cutthroat  trout  becomes  li.sted  in 
the  future,  the  enhancement  of  survival 
ptirmit  will  become  (dfective. 
authorizing  incidental  take  of  Rio 
(Irande  cutthroat  trout  resulting  from 
ongoing,  otherwise  lawful  activities  on 
enrolled  lands.  'I'lie  draft  (KIAA  and  the 
draft  environmental  assessment  are 


available  for  jniblic  review,  and  we  seek 
public  comment  on  the  iiotential 
i.ssuance  of  the  above  permit. 

DATES:  To  ensure  consideration,  plea.se 
send  vour  written  comments  bv  March 
2().  2013. 

ADDRESSES:  Persons  wishing  to  review 
the  apj)lication.  the  draft  (XIAA,  the 
draft  KA.  or  other  related  documents 
mav  obtain  copies  bv  written  or 
tele|)hone  nuiuest  to  Field  .Supervisor. 
New  Mexico  Fcological  Sin  vices  l'’ield 
Office,  50.5-340-2525  (U..S.  mail  address 
below).  Electronic  cojiies  of  these 
documents  are  available  for  review  on 
the  New  Mexico  Ecological  Services 
Field  Office  Web  site;  http:// 
www.fws.gov/soiithw'ost/es/NenMexico/. 
The  apjilication  and  related  documents 
will  be  available  for  public  insjiection, 
by  appointment  only,  during  normal 
busine.ss  hours  (8  a.m.  to  4:30  ji.m.)  at 
the  New  Mexico  Ecological  .Services 
Field  Office  at  the  addre.ss  below. 

Comments  concerning  the 
apjilication,  the  draft  CCAA,  the  draft 
EA.  or  other  relatetl  documents  should 
be  submitteil  in  writing  to  the  Field 
.Sujiervisor.  by  U..S.  mail  at  the  New 
Mexico  Ecological  .Services  Field  Office. 
U.S.  Fish  and  Wildlife  .Service,  2105 
Osuna  NE.,  Albuciueniue.  NM  87113;  bv 
telej)hone  at  505-340-2525;  or  by 
facsimile  at  50.5-340-2.542.  Persons  who 
u.se  a  telecommunications  device  for  the 
deaf  (’fDD)  may  call  the  Federal 
Information  Relav  .Service  (FIR.S)  at 
800-877-8330. 

Please  refer  to  Permit  number 
TE72923A-0  when  submitting 
comments.  Plea.se  sjjecifv  if  comments 
are  in  reference  to  the  draft  (XIAA.  draft 
EA.  or  both. 

FOR  FURTHER  INFORMATION  CONTACT: 
Wally  “I”  Murjihy,  Field  .Supervisor, 
U.S.  Fish  and  Wiidlife  .Service,  New 
Mexico  Ecological  .Services  Field  Office, 
at  the  addre.ss  above. 

SUPPLEMENTARY  INFORMATION:  With  the 
a.ssistance  of  the  .Service,  the  Applicant 
jiroposes  to  inijilement  con.servation 
measures  for  the  Rio  (Irande  cutthroat 
trout  by  removing  threats  to  its  survival 
and  reintroducing  it  to  hi.storicallv 
occupiiul  .streams,  'fhe  jiropo.sed  (XIAA 
would  be  in  effect  for  25  years  on 
Vermejo  Park  Ranch  in  Taos  (loimtv. 
New  Mexico,  and  (lostilla  (lountv, 
(lolorado.  'I'liis  area  constitutes  tlie 
(XIAA’s  (lovenul  Area.  'Fhe  (XIAA  has 
Ixuai  developed  in  support  of  a  section 
l()(a)(l)(A)  of  the  Endangered  .Species 
Act  (Ki  U.S.d.  1531  et  soq.)  (Act) 
eidiancemimt  of  survival  permit. 

If  apjiroved.  Vermejo  Park  Ranch  will 
be  j)rovided  assurances  that,  should  the 
Rio  (Irande  cutthroat  trout  lx;  listed,  the 
.Service  will  not  recpiire  them  to  jiroviile 


additional  land,  water,  or  financial 
resources,  nor  will  there  be  any  furth(!r 
restrictions  to  their  land,  water,  or 
financial  resources  than  they  committed 
to  under  the  (XIAA  jirovisions  (50  (IFR 
17.22(d)  and  17.32(d)).  Furthermore,  if 
the  Rio  (Irande  cutthroat  trout  is  listed, 
parlicijiants  would  be  provided 
incidental  take  authorization  under  the 
enhancement  of  survival  iiermit  for  the 
level  of  incidental  take  on  the  enrolled 
lands  consistent  with  the  activities 
under  the  (KIAA  provisions. 

Background 

The  Rio  (Irande  cutthroat  trout 
(Oncorhynchiis  cJorkii  virainolis)  is 
native  to  the  Rio  Grande,  Pecos  River, 
and  (lanadian  River  basins  in  New 
Mexico  and  (lolorado.  It  is  the 
.southernmost  .suh.spe{:ie.s  of  cutthroat 
trout.  Becau.se  of  nonnative  species 
introductions,  Rio  (Irande  cutthroat 
trout  are  now  restricted  to  streams  that 
an;  narrow  and  small  coinj)ar(xl  to  the 
larger  streams  they  once  (x;cu])ied;  these 
populations  occujiy  ajiproximately  10 
p(!rcent  of  historical  habitat.  Rio  (Irande 
cutthroat  trout  face  a  variety  of 
imminent  threats,  including 
fragmentation  and  i.solalion,  small 
population  size,  presence  of  nonnative 
trout,  whirling  disease,  poor  habitat 
conditions,  fire,  drought,  and  the  effects 
of  climate  change.  Because  of  the  range 
contraction  and  the  imminent  threats, 
we  made  the  Rio  (Irande  cutthroat  trout 
a  candidate  species  on  May  14,  2008  (73 
FR  27000),  indicating  that  listing  of  the 
Rio  (Irande  cutthroat  trout  was 
warranted  but  ])recluded  by  higher 
priority  actions.  Fhe  species  was  given 
a  listing  priority  number  of  0,  indicating 
a  .snb.s])ecies  facing  imminent  threats  of 
moderate  to  low  magnitude. 

Currently,  coojierative  efforts  are  in 
place  to  restore  this  subsjxicies  to  the 
Rio  (lostilla  watershed,  where  much  of 
the  habitat  for  Rio  Grande  cutthroat 
trout  exists  on  jjrivate  land.  'Fhe  GGAA 
was  initiated  in  order  to  facilitate 
conservation  and  restoration  of  the  Rio 
(Irande  cutthroat  trout  on  private  lands 
in  New  Mexico.  Expected  con.servation 
benefits  for  the  Rio  Grande  cutthroat 
trout  from  imi3lementation  of  the 
conservation  measures  in  this  GGAA 
will  he  recognized  through  additional 
connected  populations  being 
maintained  over  time. 

Furthermore,  Rio  (Irande  cutthroat 
trout  con.servation  will  he  enhanced  hv 
providing  regulatory  a.ssurances  under 
the  Act  for  the  particijiating  property 
owner.  There  will  hi;  a  measure  of 
security  for  the  ])artici])ating  landowner 
in  the  knowledge  that  they  will  not 
incur  additional  land  u.se  restrictions  if 
the  sjxjcies  is  li.sted  under  the  Act.  'Fhe 
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Applicant  has  comniittod  to 
imploinontation  of  the  (XiAA  and 
recpiests  issuance  of  the  enhancement  of 
survival  permit  in  order  to  address  the 
take  ])rohil)itions  of  section  ‘)  of  the  Act 
should  the  s])ecies  hecome  listed  in  the 
future. 

The  draft  (XIAA  and  application  for 
the  eidiancement  of  survival  permit  are 
not  eligible  for  categorical  exclusion 
under  the  National  Environmental 
Policy  Act  (NEFA)  of  lOOh.  A  draft 
environmental  assessment  has  been 
prepaixid  to  further  analyze  the  ilirect, 
indirect,  and  cumulative  impacts  of  the 
(fC.AA  on  the  cinality  of  the  human 
environment  and  other  natural 
resources. 

Public  Availability  of  C',omments 

All  comments  we  receive  hecome  j)art 
of  the  public  record.  Recpie.sts  for  co})ies 
of  comments  will  he  handled  in 
accordance  with  the  Freedom  of 
Information  Act,  NEPA,  and  Service  and 
Dcipartment  of  the  Interior  ])olicies  and 
j)rocedures.  Ihifore  including  your 
address,  phone  ninnher,  email  address, 
or  other  personal  identifying 
information  in  your  comment,  yon 
should  he  aware  that  your  entin; 
comment — including  your  ])ersonal 
identifying  information — may  he  made 
])uhlicly  available  at  any  time.  While 
von  can  ask  us  to  withhold  vour 
personal  ideidifying  information  from 
public  review,  we  cannot  guarantee!  we 
will  be  able  to  do  so. 

Authority 

W(!  provide  this  notice  under  .section 
l()(c)  of  the  Act  (Ki  ll.S.C.  1531  et  snq.) 
and  its  im])lementing  regulations  (50 
(IFR  17.22  and  17.32),  and  the  National 
Environmental  Policy  Act  (42  ll.S.C. 
4371  e/  sfi(].)  and  its  implementing 
regulations  (40  CFR  part  1500.0). 

)oy  H.  Nichniopoiilos, 

Acting  Hcgional  Director.  Itcgion  2. 
Albuquerque,  New  Mexico. 

|I'R  Otu:.  2()lS-0nj7:i  Mliul  l-24-i:):  8:4.'j  iini| 
BILLING  CODE  4310-55-P 

DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-HQ-FHC-201 3-N008;  941 40-1 341  - 
0000-N5] 

Quagga  Mussel  Strategic  Planning 
Meeting 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  meeting. 

SUMMARY:  This  notice  announces  a 
meeting  to  gather  information  for 


planning  an  EY13  strategy  to  minimize 
the  spread  of  (piagga  nnis.sels  from  the 
Colorado  River  and  a  framework  for 
working  beyond  1'’Y13.  Priorities  for 
minimizing  the  spread  of  these  nnis.sels 
will  he  (liscu.ssed.  The  meeting  is  o])en 
to  the  public. 

DATES:  't  he  meeting  is  scheduled  from  h 
a.m.  to  4:30  p.m.,  Wedne.sdav,  Eehruarv 
20,2013. 

ADDRESSES:  The  meeting  will  take  place 
at  the  Utah  Division  of  Wildlife,  1504  W 
North  Temple,  Salt  Lake  Citv,  UT 
84114. 

FOR  FURTHER  INFORMATION  CONTACT: 

David  Britton,  Acpiatic  Invasive  Species 
Coordinator,  by  telej)hone  at  817-272- 
3714,  or  by  email  to 
D(ivid_Bri1ton@f\vs.gov. 

SUPPLEMENTARY  INFORMATION: 

Background 

In  P’Y12,  Congr(!ss  directed  the  IJ.S. 
Fish  and  Wildlife  Scirvice  to  spend 
a))proximately  $1,000,000  for 
implementation  of  mandatory 
o])erational  inspection  and 
ilecontamination  stations  at  Federally 
managed  or  interjurisdictional  water 
bodies  considenul  to  be  of  highest  risk, 
as  called  for  in  the  Eebrnary  2010 
Quagga — Zebra  Mussel  Action  Plan  for 
Western  II.S.  Waters.  The  U.S.  Fish  and 
Wildlife  Service,  as  is  the  rest  of  the 
Federal  government,  is  cnrixiiitly 
operating  under  the  Continuing 
A])propriations  Re.solution,  2013  (Pnh.  L 
112-175).  which  provides  funding 
through  March  27,  2013.  We  would  like 
in])ut  from  partners  in  order  to 
maximize  benefit  from  actions  funded 
in  FY13. 

Agenda  (Tentative) 

0  a.m.  Introductions 
0:15  a.m.  Overview  and  Background 
Pre.sentation 

0:45  a.m.  Group  Di.scussion 
Noon  Lunch 
1  p.m.  Crou])  Di.scussion 
4  ]).m.  Public  Comment  Period 
4:30  p.m.  Closeout  and  Adjourn 

Accessibility  Information 

The  meeting  loc:ation  is  accessible  to 
wheelchair  users.  If  you  reejuire 
additional  accommodations,  please 
notifv  ns  at  lea.st  1  week  in  advance  of 
the  meeting. 

y\iitliority:  We  piililisli  tliis  notice!  iin(l(!r 
the  Nonin(lig(!nc)iis  A(|iialic  Niiisancc! 
Pnivention  and  (ionirol  Act  of  15)!)(). 

Dated:  janiiary  17.  201  :i. 

Mike  ()(!lker. 

Assistant  Uegionol  Director,  Fisheries,  It.S. 
Fish  and  Wildlife  Service. 

II'R  Doe.  2ni:Mri4(i8  Riled  1-24- Kl:  8:4.8  am| 
BILLING  CODE  4310-55-P 


DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-HQ-I A-201 3-N01 3; 

FXI A1 671 0900000P5-1 23-FF09A30000] 

Endangered  Species;  Marine 
Mammals;  Receipt  of  Applications  for 
Permit 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  receipt  of  a])j)lications 
for  jiermit. 

summary:  We,  the  U.S.  Fish  and 
Wildlife  Service,  invite  the  jmhlic  to 
comment  on  the  following  applications 
to  conduct  certain  activities  with 
endangered  species,  marine  mammals, 
or  both.  With  .some  exceptions,  the 
Endangered  Species  Act  (ESA)  and 
Marine  Mammal  Protection  Act 
(MMPA)  prohibit  activities  with  listetl 
species  unless  Federal  authorization  is 
acepdred  that  allows  such  activities. 
DATES:  We  must  r(!c:eive  comments  or 
reipiests  for  documents  on  or  before 
February  25,  2013.  We  must  receive 
reipiests  for  marine  mammal  permit 
public  hearings,  in  writing,  at  the 
address  shown  in  the  ADDRESSES  .section 
by  Eehruarv  25.  2013. 

ADDRESSES:  Brenda  Tapia,  Division  of 
Management  Aiithoritv,  U.S.  Fish  and 
Wildlife  Service.  4401  North  Fairfax 
Drive.  Room  212,  Arlington.  V^A  22203; 
fax  (703)  358-2280:  or  email 
DMAFimfws.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 

Brenda  Tapia.  (703)  358-2104 
(telei)hone);  (703)  358-2280  (fax): 
DMAFR@f\vs.gov  (email). 

SUPPLEMENTARY  INFORMATION: 

1.  Public  (Comment  Procedures 

A.  How  do  I  request  copies  of 
opplications  or  connnent  on  submitted 
applications? 

Send  your  r(!(]uest  for  copies  of 
applications  or  comments  and  materials 
concerning  any  of  the  applications  to 
the  contact  listed  under  ADDRESSES. 
Please!  include  the  Federal  Register 
notice  ]nihlication  date,  the  PR'f- 
number,  and  the  name  of  the  ajiplicant 
in  your  reepiest  or  .suhnd.ssion.  We  will 
not  consider  reepiests  or  comments  .sent 
to  an  email  or  addre.ss  not  listed  under 
ADDRESSES.  If  you  provide  an  email 
address  in  your  reepiest  for  copies  of 
apjilications,  we  will  attemjit  to  respond 
to  your  reepiest  electronically. 

Pl(!ase  make  vonr  nuiuests  or 
comments  as  specific  as  possible.  Please 
confine  your  comments  to  i.ssues  for 
which  we  seek  comments  in  this  notice, 
and  ex])lain  the  basis  for  yonr 
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coinnnMit.s.  Include  sidficienl 
information  with  your  comnient.s  to 
allow  ns  to  authenticate  any  scientific  or 
commercial  data  yon  include. 

The  comments  and  recommendations 
that  will  he  most  n.seiul  and  likely  to 
influence  agency  decisions  are:  (1) 

Thos(!  .snj)ported  hy  (inantitative 
information  or  .studies:  and  (2)  Tho.se 
that  include  citations  to,  and  analyses 
of,  the  ap])licahle  laws  and  regulations. 
We  will  not  consider  or  incliule  in  onr 
administrative  record  comments  we 
receive  after  the  close  of  the  comment 
j)eriod  (see  DATES)  or  comments 
delivered  to  an  address  other  than  those 
listed  above  (.see  ADDRESSES). 

B.  May  I  raview  coniiiwnts  suhinittad  hv 
at  hat's? 

Comments,  inclutling  names  and 
.street  addresses  of  respondents,  will  he 
available  for  public  review  at  the  street 
address  listed  under  ADDRESSES.  The 
public  may  review  documents  and  other 
information  ap})licants  have  sent  in 
snpj)ort  of  the  aj)i)lication  unless  onr 
allowing  viewing  would  violate  the 
Privacy  Act  or  I'riuidom  of  Information 
Act.  Before  including  your  address, 
phone  numher,  email  address,  or  other 
personal  identifying  information  in  yonr 
comment,  you  should  he  aware  that 
your  (mtire  comment — including  your 
pcjr.sonal  identifving  information — mav 
l)e  made  publicly  available  at  any  time. 
While  you  can  ask  ns  in  your  comment 
to  withhold  yonr  j)ersonal  identifving 
information  from  jjuhlic  review,  we 
cannot  guarantee  that  we  will  he  able  to 
do  .so. 

II.  Buf:kground 

To  helj)  us  carry  out  our  con.servation 
responsibilities  for  affected  sj)ecies.  and 
in  consideration  of  section  10(a)(1)(A)  of 
the  Endangered  Species  Act  of  1973,  as 
amend(ul  (10  II.S.C.  1531  at  sat].),  and 
the  Marine  Mammal  Protection  Act  of 
1972.  as  amended  (10  U.S.C.  1301  at 
sa(].),  along  with  Executive  Order  13570, 
“Delivering  an  Efficient,  Effective,  and 
Acconntahle  Government,”  and  the 
President’s  Memorandum  for  the  Heads 
of  Executive  De|)artments  and  Agencies 
of  Jannarv  21, 2009 — Transjjarency  and 
()j)en  (h)vernment  (74  FR  4085:  January 
20,  200‘t),  which  call  on  all  Federal 
agencies  to  promote  openmjss  and 
transj)arency  in  (iovernment  by 
disclosing  information  to  the  ])ut)lic,  we 
invit(!  public  comment  on  these  permit 
a])plications  before  final  action  is  tak(m. 
Under  the  MMPA,  yon  may  request  a 
hearing  on  any  MMPA  apj)lication 
received.  If  you  request  a  hearing,  give 
sjjecific  reasons  why  a  hearing  would  he 
appropriate.  The  holding  of  such  a 


h(!aring  is  at  the  di.scretion  of  the 
Service  Director. 

III.  Permit  Applications 

A.  Eudant’arad  Spacias 

Apjdicant:  Archie  (^arr  Genter  for  Sea 
Turtle  Re.search,  University  of  Florida. 
Gainesville,  FE:  PRT-72454() 

The  a])])licant  riHpuists  re-issnance  of 
a  permit  to  import  biological  samples 
collected  from  wild,  captive  held,  and/ 
or  caj)tive  hatchetl  leatherback  .sea  turth; 
(Dannochalys  coriacaa),  hawkshill  s(!a 
turtle  (Eratniachalvs  inthricata),  gretai 
sea  turtle  [CAtalonia  mydas),  Kemij's 
ridley  s(ia  turth;  [Lapidor.halys  kanipii), 
and  olive  ridley  .sea  turth;  (Lapidochaivs 
olivacaa)  for  the  purpo.se  of  scientific 
research.  Sam]3h;s  an;  to  t)(;  collected 
from  live  or  salvaged  sj)ecimens.  This 
notification  covers  activities  conducted 
by  the  aj)plicant  over  a  5-y(;ar  ])eriod. 

Applicant:  Universitv  of  Oregon, 
Eugene,  OR:  PRT-9l'312A 

The  applicant  re(|uests  a  permit  to 
import  biological  samples  collected 
from  live  ca|)tive  h(;hl  mandrills 
[Mandrilhis  sjtliinx),  drills  [Mandrillas 
laacophaaus),  and  red-eared  guenons 
[CAU'copithacus  arvthrotis)  from 
Gameroon  for  the  pnrpo.se  of  sci(;ntific 
research.  This  notification  covers 
activities  to  he  conducted  by  the 
aj)j)licant  over  a  5-year  p(;riod. 

Applicant:  (3ierane  P(;fh;v,  Loxahatchee 
Ch-oves,  FL;  PRT-941H4A' 

The  a])j)licant  r(;(]uests  a  captive-hred 
wildlife  registration  under  50  GFR 
17.21(g)  for  tin;  golden  ])arakeet 
[Guarouba  guarouha)  to  enhance  the 
sj)ecies’  j)roi)agation  or  survival.  This 
notification  covers  activities  to  he 
conducted  by  the  a])])licant  over  a  5- 
year  period. 

Applicant:  Tanganvika  Wildlife  Park, 
Goddard,  KS;  PRT-939()5A 

The  applicant  r(;{pu;st.s  a  p(;rmit  to 
im])ort  two  captive-horn  Siamang 
[Svniph(dangus  svndactvius]  from  the 
Dortmond  Zoo,  (Germany  for  the 
purj)o.se  of  enhancement  of  the  survival 
of  the  sj)(;cies. 

Multij)h;  Ajjplicants 

TIk;  following  ajjplicants  (;ach  r(;(|ne.st 
a  jjermit  to  imj)ort  tlu;  sport-hunted 
trophy  of  one  male  l)ont(;hok 
(Damaliscus  pygargiis  pygargiis)  culled 
from  a  captive  h(;rd  maintained  under 
the  management  jirogram  of  the 
Rej)uhlic  of  South  Africa,  for  the 
j)urj)o.se  of  enhancement  of  the  survival 
of  the  species. 


Applicant:  Veronica  Kosich.  Gntskill, 
NY:  PRT-9412(iA 

Applicant:  Randv  She])h(;rd.  Sid)limitv. 
OR:  PR  r-935)()4A 

B.  Endangarad  Marina  Mammals  and 
Ma rin a  Mam mals 

Ai)j)lic:anl:  U.S.  Fish  and  Wildlife 
Service  National  For(;nsic:s  Eahoratorv, 
Ashland,  OR:  PRT-()53839 

’I’he  a|)plicant  re(]ue.sts  renewal  of  the 
permit  to  export/re-export  and  import/ 
re-imi)ort  of  biological  specimens  from 
any  endangered  or  threatened  species 
for  the  pur|)os(;  of  forensics  activities 
which  will  directly  or  indirectlv 
enhance  the  survival  of  the  species  in 
the  wild.  In  addition,  the  applicant 
r(;qiiests  amendment  to  include  FWS- 
jurisdiction  marine  mammal  species, 
including  marine  otters  [Lontra  falina), 
.sea  otters  [Enhydra  Intris),  all  sp(;cies  of 
Sirenia  [Trichacdtns  manat  us,  T. 
sanagalansis,  T.  innngnis,  and  Dugong 
dngnn),  polar  hears  {IJrsns  maritimns), 
and  walrus  [Odobanns  rosmarns)  for  the 
purj)ose  of  scientific  research.  This 
notification  covers  activities  to  he 
conducted  by  the  ap])licant  over  a  5- 
V(;ar  |)(;riod. 

A])])licant:  U.S.  (k;ologic:al  Survey, 
Alaska  Science  (;(;nter.  Anchorage,  AK; 
PRT-801(i52 

'I'lie  a])j)licant  recjue.sts  a  renewal  and 
amendment  of  the  i)(;rmit  to  take  walrus 
[Odobanns  rosmarns)  for  ca])ture/ 
release,  biological  sampling,  radio 
tagging  and  incidental  harassment  for 
the  ])ur])ose  of  scientific  researc:h.  In 
addition,  the  permit  would  authorize 
imj)ort  and  export  of  biological 
specimens.  This  notification  covers 
ai:tivities  to  he  conducted  by  the 
applicant  over  a  5-year  period. 

Goncurrent  with  publishing  this 
notice  in  tin;  Fecleral  Register,  we  are 
forwarding  copies  of  the  above 
applications  to  the  Marine  Mammal 
G.ommi.ssion  and  the  Gommittee  of 
Scientific  Advi.sors  for  their  review. 

Brenda  Tapia, 

Program  Analyst/Data  Administrator,  Branch 
oj  Permits,  Division  of. Management 
Authority. 

IKK  Doc.  20i:;-01.'i.'j!l  I’ilcd  l-24-i:t:  K:4,')  anil 
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DEPARTMENT  OF  THE  INTERIOR 

Fish  and  Wildlife  Service 

[FWS-R3-ES-201 2-N306: 

FXES1 1 1 30300000F3-234-FF03E00000] 

Endangered  and  Threatened  Wildlife 
and  Plants;  Permit  Applications 

AGENCY:  1‘Msh  and  Wildlife  Service, 
Interior. 

ACTION:  Notice  of  availability  of  permit 
applications;  request  for  comments. 

SUMMARY:  We.  the  IJ.S.  Fish  and 
Wildlife  Service  (USFWS).  invite  the 
public  to  comment  on  the  following 
a])plications  to  conduct  certain 
activities  with  endangered  s])ecies.  With 
some  exceptions,  the  Endangered 
Sjjocies  Act  (Act)  jjrohihits  activities 
with  endangered  and  threatened  species 
imle.ss  a  Federal  jjermit  allows  such 
activity.  The  Act  recjuires  that  we  invite 


public  comment  before  issuing  these 
permits. 

DATES:  We  must  receive  any  written 
comments  on  or  before  Fehrnarv  25, 
2013. 

ADDRESSES:  Send  written  comments  by 
II. S.  mail  to  the  Regional  Dinulor,  Attn: 
Lisa  Mandell,  IJ.S.  Fish  and  Wildlife 
Service,  Ecological  Services,  5000 
American  Blvd.  West,  Suite  900, 
Bloomington,  MN  55437—1458;  or  by 
electronic  mail  to  })(inniisR:iES@f\vs.gov. 
FOR  FURTHER  INFORMATION  CONTACT:  Lisa 
Mandell,  (012)  713-5343. 
SUPPLEMENTARY  INFORMATION: 
Background 

We  invite  public  comment  on  the 
following  jjermit  applications  for  certain 
activities  with  endangenul  species 
authorized  by  .section  10(a)(1)(A)  of  the 
Act  (10  IJ.S.C.  1531  ei  .seq.)  and  our 


regidations  governing  the  taking  of 
endangered  species  in  the  Code  of 
Federal  Regulations  (CFR)  at  50  CFR  17. 
Submit  your  written  data,  comments,  or 
request  for  a  co])y  of  the  complete 
ap|)lication  to  tlie  address  shown  in 
ADDRESSES. 

Permit  Applications 

Application  Nuiuhcr:  TE04973li 

Applicant:  Third  Rock  Consultants, 

EEC.  Lexington,  KY 

The  apj)licant  retjuests  a  permit 
renewal  to  take  (capture  and  release)  the 
Indiana  hat  (Mvotis  sodalis).  gray  hat 
[Mvotis  griscsccns),  Virginia  big-eared 
bat  ((iorvnorhinns  townscndii 
virginianus),  Czark  big-eared  bat 
(Coiynorhiniis  townscndii  ingcns),  and 
American  burying  beetle  (Nicrophoriis 
amci'icanus),  and  the  following 
Federally  listed  fish  and  mus.sel  species: 


Erimystdx  cahni  . 

Ethcostoiiid  chidiicnsd  . 

Ethddslnnid  pdrcnuniin  . 

Ilyhopsis  mondchd  . 

Notmpis  dihizundids  . 

Pliaxiinis  cumhcrldinlcnsis  . 

Naluriis  fldvipinnis  . 

Natdrds  stdiiddli  . 

Scdplnrhynchds  dlhiis  . 

Aldsmidonid  dtmpurpdivd . 

(iyprogcnid  slogarid  . 

Dromus  dranuis  . 

Epiobldsiud  hravicicns  . 

Epidhldsiiid  cdpsddforniis . 

Epiohldsiud  oblkiudtd  oldiqddtd  .. 

Epidbldsiiid  lorulosd  ningidiid  . 

Ldinpsilis  orbiculdtd  (=1.  dbvdptd) 

Obovdiid  rolusd  . 

PdgidS  fibula  . 

PIdtbobdsus  cooparidinis . 

Pldurabamd  cldVd  . 

Pbnirobriud  gibbcnim  . 

Pldumbunui  planum  . 

Potamilds  capax  . 

Quddruld  intarmadia  . 

Viliosd  parpurpinvd . 

Villosd  Irabilis . 


Activities  are  proj)osed  throughout 
the  range  of  the  sj)ecies  in  Alabama, 
Florida,  Ceorgia,  Illinois,  Indiana.  Iowa. 
Kentucky,  Michigan,  Mi.ssi.ssij)])i, 
Missouri,  North  Carolina,  Ohio,  South 
Carolina,  and  Tennes.see.  Propo.sed 
activities  are  for  the;  enhancement  of 
.survival  of  the  species  in  the  wild 
through  surveys  to  document  jjre.sence/ 
absence  of  the  sjjecies,  population 
monitoring,  and  evaluation  of  potential 
imjjacts  to  the  sjjecies. 


Permit  Application  Nanihcr:  TE8397b3 

Aj)])licant:  John  O.  Whitaker,  Indiana 
State  LJniversity.  Terre  Haute,  IN 

The  ap])licant  requests  a  permit 
renewal  to  take  (capture  and  release) 
Indiana  hats  and  gray  bats  throughout 
the  range  of  the  species.  Proposed 
activities  are  for  scientific  re.search 
aimed  at  recovery  of  the  species  and 
enhancement  of  survival  in  the  wild. 

Permit  Application  Nnmher:  TEA 06220 

A])plicant:  Brianm;  E.  Walters,  Indiana 
State  University,  Terre  Haute,  IN 

The  a])plicant  recpiests  a  permit 
renewal  to  take  (caj)ture  and  release) 


.  Slender  eluih. 

.  Relict  (Iart(!r. 

.  lluskylail  (lart(!r. 

.  .S])()tlin  chub. 

.  Palezoiie  shiner. 

.  I3lac;kKide  dace. 

.  Yelbnviin  inadtoin. 

.  Pygmy  inadtoin. 

.  Pallid  sturgeon. 

.  Cumberland  elkloe. 

.  Pansbell. 

.  llromedary  pearlymnssel. 

.  Cnmlierland  combsbell. 

.  Oyster  mussel. 

.  Pur])le  cat’s  paw. 

.  Norlbern  rilTlesliell. 

.  I’ink  nuickel. 

.  Ring  pink. 

.  Eitllewing  jiearlymussel. 

.  Orangeldot  |)im])leback. 

.  CInbsbell. 

.  (bnnberland  ])igtoe. 

.  Rough  pigtoe. 

.  Fat  ])ockelbook. 

.  Cumberland  monkey  face. 

.  Purple  bean. 

.  Cumberland  bean. 

Indiana  hats  within  the  States  of  Illinois. 
Indiana,  and  Clhio.  Propo.sed  activities 
are  for  scientific  re.search  aimed  at 
recovery  of  the  species  and 
enhancement  of  survival  in  the  wild. 

Permit  Application  Nnmher:  TEI51 100 

Applicant:  Ohio  Department  of  Natural 
Resources.  Division  of  Wildlife, 
Oolumhus,  OH 

The  ajiplicant  rerpiests  a  permit 
renewal,  with  amendments,  to  take 
American  burying  beetles  in  the  State  of 
Ohio.  Pro])o.sed  activities  are  for  the 
conservation  and  recovery  of  the 
species,  including  pojjulation 
monitoring,  habitat  management. 
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eajitive  breeding,  and  relea.se  to  the 
wild. 

PnnnH  Application  Niiinhcr:  TH()4294(> 

Applicant:  Southern  Illinois  llniversitv 
('arhondale.  James  M.  (larvey.  IM.. 
('.arhondale.  II, 

The  applicant  nupiesls  a  ])erinit 
renewal  to  take  (capture  ami  release! 
pallid  sturgeon  within  the  Missi.ssij)])i 
River  from  St.  l,ouis.  Missouri,  to  the 
mouth  of  the  Ohio  River.  Rroj)osed 
activities  are  for  the  recoverv  and 
survival  of  the  species  in  the  wild. 

Permit  Application  Nninher:  TElOfiOlA 

Ap])licant:  Illinois  State  Museum 
Research  and  Collection  Center.  Dr. 
Fverett  Ciashatt.  P.I..  Springfield,  11, 

'fhe  apj)lic:ant  recpiests  a  permit 
amendment  to  add  certain  activities  to 
an  exi.sting  permit  for  the  Hine's 
(iinerald  dragonfly  [Soinatochlora 
hincana)  to  e.stimate  po])nlation  size  in 
the  inter(;st  of  recoverv  of  tin;  species. 

Permit  Application  Xhnnher:  THW243(i 

Ap])licant:  Illinois  Natural  llistorv 
.Survey.  Champaign.  II, 

The  applicant  retpiests  a  permit 
renewal  to  take  (capture!  and  release)  the 
Indiana  hat  throughout  Illinois. 

Proj)o.sed  activities  are  for  the 
documentation  of  species  ])re.s(!nce  and 
habitat  use.  ])o])ulation  monitoring,  and 
evaluation  of  imj)acts  to  enhance 
recoverv  and  survival  of  the  sj)ecie.s  in 
the  wild. 

Permit  Application  Xhnnher:  TE33iP35A 

Applicant:  hand  Con.servancv  of  We.st 
Michigan,  (hand  Rapids,  Ml 

The  applicant  requests  a  permit 
renewal  to  take  (harass/harm)  the 
Karner  blue  hutterlly  [Lveaeides  melissa 
samnelis)  in  the  context  of  habitat 
management  to  benefit  the  species  in 
Kent  (h)unty,  Michigan.  Projjo.sed 
activities  include  management  and 
monitoring  of  the  species  in  the  intere.st 
of  con.servation  and  recoverv. 

Permit  Application  Xhnnher:  TEl  74338 

Applicant:  Metroparks  of  the  't'oledo 
Ar(!a.  Toledo.  OH 

The  ajjplicant  nupiests  a  permit 
renewal  to  take  (harass/liarm)  the 
Karner  blue  hutterlly  in  the  context  of 
habitat  management  to  benefit  the 
s|)(!ci(!s  within  the  propiirties  owned 
and  managed  by  Metroj)arks  of  the 
Toledo  Area  in  Ohio.  Proj)o.sed 
activities  include  management  and 
monitoring  of  the  sj)ecies  in  the  intere.st 
of  conservation  and  rec:overv. 


Permit  Application  Xhnnher:  TE()H872() 

Api)licant:  Ceorge  T.  Watters.  Oliio 
.State  University,  (iolumhus,  OH 

The  a|)|)licant  recpiests  a  permit 
renewal  to  take  (capture,  .sample  ami 
Hilease;  pro])agate  and  release)  Federally 
endangered  mussels  within  the  .States  of 
Illinois.  Indiana,  Kentucky.  Michigan, 
Ohio.  Penn.sylvania,  and  West  Virginia. 
Pro])osed  activiti(!.s  are  for  .scientific 
research  in  the  intere.st  of  sp(!cies 
recovery  and  for  enhancement  of 
])opnlations  through  captive 
pro])agation  and  relea.se. 

Permit  Application  Xhnnher:  TE3H821 A 

Applicant:  .Stantec  Oonsulting  .Services. 
Louisville,  KY 

The  applic:ant  recpiests  a  ])ermit 
renewal  to  take  (capture  and  release)  the 
Indiana  hat,  gray  hat,  Virginia  hig-eared 
hat.  Ozark  hig-ean'd  hat,  Federallv  listed 
mussels,  and  Oopperhelly  watersnake 
(Nerodia  er\4hrogaster  neglecta) 
throughout  Alabama,  Arkansas, 
Oonnecticut,  Delaware,  Illinois,  Indiana, 
Iowa,  Maryland,  Massachusetts, 
Michigan,  Missi.ssippi,  Missouri,  New 
Hamj)shire.  New  Jersey,  New  York, 

North  (iarolina,  Ohio,  Penn.sylvania. 
Rhode  Island,  .South  (Carolina. 

Tenmissee,  Vermont,  Virginia,  and  West 
Virginia.  Pro])osed  activities  are  for  the 
documentation  of  ])resence/])rohahle 
ah.sence  of  the  ,s])ecies  and 
documentation  of  habitat  use  to  enhance 
the  Hicovery  and  survival  of  the  species 
in  the  wild. 

Permit  Application  Xhnnher:  TE38862A 

A])])licanl:  Ceorge  R.  Ciunningham. 
Omaha,  NE 

The  a])])licant  requests  a  permit 
renewal  to  take  (capture  and  release)  the 
Toi)eka  shiner  [Notropis  topeka)  within 
the  .States  of  Iowa,  Kansas,  Minnesota, 
Mis.souri,  Nebraska,  and  .South  Dakota. 
IToposed  activities  are  for  the  ])urpose 
of  ])resenc(!/ah.sence  determination  and 
])o])ulation  monitoring  to  enhance  the 
recoverv  and  survival  of  the  species  in 
the  wild. 

Permit  Application  Xhnnher:  TE839777 

A])plicant:  Don  R.  Helms,  Helms  K 
Associates,  Hellevue,  lA 

The  a])i)licant  reipiests  a  i)ermit 
renewal  to  take  (capture  and  release; 
capture  and  relocate)  endangered 
mussels  throughout  the  .States  of 
Illinois,  Indiana,  Iowa,  Michigan, 
Minnesota,  Missouri,  Ohio,  and 
Wisconsin.  The  following  mu.ssel 
sp(!cies  are  included  in  the  recpiested 
permit  renewal:  (iluhshell.  fanshell,  fat 
pockethook,  Higgins’  eye  j)earlymu.ssel 
(Lampsilis  Ing^insii),  northern 


riffleshell.  orangefoot  pimplehack,  ])ink 
mucket  ])earlymussel,  ])ur])le  cat’s  paw 
pearlymussel,  rayed  bean  (Villosa 
f(d)(dis),  ring  pink  (Ohovaria  retnsa), 
rough  ])igtoe,  .scalesh(!ll  [Leptodea 
leptodon).  snuffl)ox  (E})iohlasma 
triejnetra).  shee|)no.se  (Plethohasns 
cyphyns),  spectacleca.se  [Cnmherlandia 
monodonta).  white  cat’s  paw 
])earlymussel  (Ei)iohlasma  ohliqnata 
perohlicjna),  ami  winged  mapleleaf 
(Qnadrida  fragosa).  Projjo.sed  activities 
are  for  the  r(!covery  and  enhancement  of 
survival  of  the  species  in  the  wild. 

Permit  Application  Xhnnher:  TE38837A 

Aj)plicant:  (iardno  JFNew.  Walkerton, 

IN 

The  a])plicant  recpiests  a  jiermit 
renewal  to  take  (cajiture  and  release) 
Indiana  hats,  gray  hats,  and  Virginia  hig- 
eared  hats  throughout  the  range  of  the 
species.  Proposed  activities  are  for  the 
enhancement  of  recoverv  and  survival 
of  the  s]KH:ies  in  thc!  wild. 

Permit  Ap})lication  Xhnnher:  TE38793y\ 

Applic:ant:  Kenneth  .S.  Mierzwa.  Eureka, 
CA 

'flu!  applicant  rcicpiiists  a  ])ermit 
rciiiewal,  with  amendments,  to  take  tlu! 
nine’s  emerald  dragonlly  throughout 
the  range  of  the  species,  including 
Alabama,  Illinois,  Indiana,  Michigan. 
Mis.souri,  Ohio,  and  Wisconsin. 

Proiiosed  activities  are  for  the 
enhancement  of  rec:overv  and  survival 
of  the  s])ecies  in  the  wild. 

Permit  Application  Xhnnher:  TE02365A 

Applicant:  Lynn  W.  Robbins,  .Southwest 
Missouri  .State  llniversitv,  .Siiringfield, 
MO 

The  applicant  reque^sts  a  jiermit 
renewal  to  take  (cajiture,  samjile,  and 
relc!ase)  Indiana  hats,  gray  hats,  and 
Ozark  hig-eared  hats  throughout  the 
range  of  the  species  in  the  .States  of 
Arkansas,  Iowa.  Kansas.  Missouri, 
Nebraska,  and  Ohio.  Propo.sed  activities 
are  for  scientific  re.search, 
documentation  of  presence/jnohahle 
absence  of  the  sjiecies,  and 
documentation  of  habitat  use  to  enhance 
the  rcicovery  and  survival  of  the  sjiecie.s 
in  the  wild. 

Permit  Application  Xhnnher:  TEl)6822A 

Ai)i)licanl:  Uiiper  Peninsula  Land 
(ionservancy,  Marcpiette,  MI 

The  applicant  reejuests  a  permit 
renewal  to  take  Pi])ing  Plover 
[Charadrins  melodns)  within  Michigan’s 
Upper  Peninsula.  Proposed  activities 
involve  jirotection  of  ne.sts  and  adults, 
collection,  and  participating  in  cajJtive 
rearing/release  in  accordance  with 
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IJSFVVS  ])rot(){:ols.  Activities  proposed 
an;  for  tlie  recovery  of  tin;  s])eci(;s  in  the 
wild. 

P(^nni1  Aj)})Ii(:(iti()n  Niinih(ir:  TE10(S2J7 

AjjplicanI:  Toledo  Zoological  Societv, 
Toledo,  Oil 

The  applicant  recpiests  a  permit 
renewal  to  take  (capture  and  hold) 
Mitchell’s  satyr  butterflies  (Naonvnipha 
initclKilli  inH(:h(^lli]  for  captive 
propagation  and  release;  into  the  wild. 
Activities  are  propo.sed  in  the  interest  of 
conservation  and  recovery  of  the  s])ecies 
and  eidiancement  of  the  survival  of  the 
species  in  the  wild. 

Permit  Application  Niiinhcr:  TE4354  IA 

Applicant:  Dr.  Francesca  Cuthhert, 
tlniversity  of  Minnesota.  St.  Paul,  MN 

The  applicant  reejnests  a  permit 
renewal  to  take  (cajjture;  and  release: 
capture  and  rear)  piping  plover  in 
Michigan  and  Wisconsin.  The  research 
entails  cajjture  and  marking  of  pij)ing 
j)lovers,  erecting  nesting  exclosures  to 
improve  nesting  succe.ss,  .salvaging 
orphaned  (;ggs  and  nestlings,  and 
cajjtive  rearing  and  release.  Pro])osed 
activities  are  for  the  enhancement  and 
recovery  of  the  s])ecies  in  the  wild. 

Permit  Application  Ninnhcr:  TE9432tA 

A|)j)licant:  Brian  j.  O’Neill,  Deerfield,  IL 

The  applicant  reejuests  a  ])ermit  to 
take  (ca])ture  and  relea.se)  the  following 
listed  species  throughout  their  range, 
within  the  States  of  Kentucky,  Illinois, 
Indiana.  Iowa,  Minnesota,  Missouri, 
Ohio.  Pennsylvania,  Tennessee,  We.st 
Virginia,  and  Wi.sconsin:  Palezone 
shiner,  hlackside  dace,  relict  darter, 
tuxeilo  darter  [Etheostoina 
Icinniscatiun],  c;umberland  darter 
(Etheostoina  snsanae),  scioto  madtom 
(Noturiis  trantinani),  pallid  sturgeon, 
Cumberland  elktoe,  fanshell,  drom{;darv 
pearlymussel,  cumherland  comhshell, 
oyster  mus.sel,  tan  riffleshell 
(Epiohlasina  florentina  walkeri),  Purjile 
cat’s  paw.  White  cat’s  paw.  northern 
riffle.shell,  tuherc:led  blossom 
(Epiohlasina  tornlosa  tornlosa),  cracking 
pearlymus.sel  (Ileniistena  lata),  ])ink 
mucket,  Higgins’  eye  pearlymussel, 
.scaleshell,  ring  pink,  littlewing 
p(;arlymu.s.sel,  white  wartvhack 
(Plethohasns  cicatricosns),  orangefoot 
pimplehack,  cluhshell,  rough  jiigtoe,  fat 
pockethook,  winged  mapleleaf. 
cumherland  bean,  sheepno.se,  .snuffljox, 
.s])ec,taclecase,  and  rayed  bean.  Proj;os(;d 
activities  are  for  the  recovery  and 
enhancement  of  survival  of  the  species 
in  the  wild. 


Permit  y\pplication  Number:  TE2()7523 

A])plicant:  The  Nature  Conservancy — 
Michigan  Chapter,  hansing.  Ml 

TIk;  applicant  r(;(]uest.s  a  permit 
r(;n(;wal  to  take  (haras.s/harm  through 
habitat  management:  census  and 
monitoring)  Mitchell’s  satyr  butterflies 
(Neonympha  mitchellii  mitchellii), 
Karner  blue  butterflies,  and  Pitcher’s 
thistle  ((Jirsiam  pitcheri)  within  the 
State  of  Michigan.  Propo.sed  activities 
are  for  the  conservation  and  recov(;ry  of 
the  .spec:ie.s  through  habitat 
management. 

Permit  Application  Number:  TEt)4',i2l)A 

Apj)licant:  Roliert  A.  Krebs,  Cleveland 
Heights,  OH 

The  applicant  reciuests  a  permit  to 
take  (c:apture  and  r(;lea.se)  snuflBox. 
rayed  bean,  ])urple  cat’s  paw.  cluhshell, 
northern  riffle.shell,  fanshell,  pink 
mut:ket,  sheejjiiose,  and  rahhitsfoot 
(Quadrula  cyiindrica  cylindrica) 
throughout  the  State  of  Ohio.  Propo.sed 
activities  are  for  the  recov(;ry  and 
enhancement  of  survival  of  tin;  species 
in  the  wild. 

Public  (Comments 

We  seek  public  review  and  comments 
on  these  ])ermit  applications.  Please 
r(;fer  to  the  permit  numh(;r  when  you 
submit  comments.  C.omments  and 
materials  we  receive  are  available  for 
])ul)lic  inspection,  by  a])pointment. 
during  normal  husine.ss  hours  at  the 
address  shown  in  the  ADDRESSES 
section.  Before  including  your  address, 
];hone  number,  email  atldress,  or  other 
personal  identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  yonr 
personal  identifying  information — may 
be  made  pid)licly  available  at  any  time. 
While  you  can  ask  us  in  vour  comment 
to  withhold  your  personal  identifying 
information  from  ])ut)lic  review,  we 
cannot  guarant(;e  that  we  will  be  able  to 
do  St). 

Dated;  |ainiarv  18,  201  :i. 
l.yiin  M.  Lewis, 

Assistant  Itegional  Director.  Ecological 
Services.  Midwest  liegion. 

|I-'K  lldc.  2()i:t-()l.')7,')  Idled  K:4.'>  iim| 

BILLING  CODE  4310-55-P 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

[LLW0320000  LI  9900000  POOOOO] 

Renewal  of  Approved  Information 
Collection 

AGENCY:  Bureau  of  band  Management, 
Interior. 

ACTION:  .3()-day  Notice  and  retjuest  for 
comments. 

SUMMARY:  The  Bureau  of  Land 
Management  (BLM)  has  submitted  an 
information  collection  request  to  the 
Office  of  Management  and  Budget 
(OMB)  to  continue  the  collection  of 
information  under  the  General  Mining 
Law.  The  Office  of  Management  and 
Budget  (OMB)  has  assigned  control 
number  l()()4-0025  to  this  information 
collection. 

DATES:  'I'he  OMB  is  recpiired  to  resjjond 
to  this  information  collection  request 
within  (it)  days  but  may  re.s])ond  after  30 
days.  For  maximum  consideration, 
written  comments  should  be  received 
on  or  b{;fore  F(;bruarv  25,  2013. 
ADDRESSES:  Please  submit  comments 
directly  to  the  Desk  Offic(;r  for  the 
Department  of  the  Interior  (OMB  #1004- 
0025),  Office  of  Management  and 
Budget.  Office  of  Information  and 
Regulatory  Affairs,  fax  202-30.5-580(), 
or  by  electronic  mail  at 
oira  submission@omb.eof).oov.  Pl(;a.st; 
provide  a  co])y  of  your  comments  to  the 
BLM.  You  may  do  .so  via  mail,  fax.  or 
electronic  mail. 

Mail:  IJ.S.  Dei)artment  of  the  Interior, 
Bureau  of  Land  Management,  1849  G 
Street  NW.,  Room  2134LM.  Attention: 
Jean  Sonneman,  Washington,  DG  20240. 

Eax:  to  Jean  Sonneman  at  202-24.5- 
0050. 

Electronic  mail: 
fean_Sonneman@blm.gov. 

Please  indicate  “Attn:  1004-0025” 
regardless  of  the  form  of  your 
comments. 

FOR  FURTHER  INFORMATION  CONTACT: 

Sonia  Santillan,  at  202—912—7123. 
Persons  who  use  a  telecommunication 
device  for  the  deaf  (TDD)  may  call  the 
F(;deral  Information  Relay  S(;rvice 
(1-lRS)  at  1-800-877-8339,  to  leave  a 
message  for  Ms.  .Santillan.  You  may  akso 
review  the  information  collection 
recjuest  online  at  http:// 
www.reginfo.gov/pubUc/do/PRAMain. 
SUPPLEMENTARY  INFORMATION:  The 
Paperwork  Reduction  Act  (44  IJ..S.(;. 
3501-3521)  and  OMB  regulations  at  5 
CiFR  ])art  1320  provide  that  an  agency 
may  not  conduct  or  .sj)on.sor  a  collection 
of  information  unle.ss  it  displays  a 
currentlv  valid  OMB  control  numher. 
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Until  OMB  aj)pi()ves  a  collection  of 
information,  you  are  not  obligated  to 
respond.  In  order  to  obtain  and  nmew 
an  OMB  control  number.  Federal 
agencies  are  recpiired  to  .seek  j)nblic 
comment  on  information  collection  and 
recordkeeping  ai:livities  {see  5  (]FK 
132().«(d)  and  1320.1 2(a)). 

As  nKjnired  at  .5  (d’R  1320.H(d).  the 
BLM  |)ublished  a  (iO-day  notice  in  the 
Federal  Register  on  Se})tember  4.  2012 
(77  FR  5390.5),  and  the  comment  period 
ended  November  4.  2012.  The  BbM 
received  no  comments.  The  BLM  now 
n!(juests  comments  on  the  following 
subjects: 

1.  Whether  the  collection  of 
information  is  necessary  for  the  pro])er 
functioning  of  the  BLM.  including 
whether  the  information  will  have 
practical  utility: 

2.  The  accuracy  of  the  BLM’s  estimate 
of  the  burden  of  collecting  the 
information,  including  the  validity  of 
the  methodology  and  a.ssumptions  used; 

3.  The  (piality,  utility  and  clarity  of 
the  information  to  he  collected;  and 

4.  How  to  minimize  the  inh)rmation 
collection  hurden  on  those  who  are  to 
respond,  including  the  u.se  of 
ap])roj)riate  automated,  electronic, 
mechanical,  or  other  forms  of 
information  technology. 

Please  send  comments  as  directed 
iimhn-  ADDRESSES  and  DATES.  Please 
refer  to  OMB  control  numher  l()()4-()()25 
in  your  correspondence.  Before 
including  your  address,  phone  numher. 
email  address,  or  otluM’  j)ersonal 
identifying  information  in  your 
comment,  you  should  h(^  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
he  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifving 
information  from  ])ut)lic  review,  we 
cannot  guarantee  that  we  will  he  able  to 
do  so. 

'I’he  following  information  is  provitled 
for  the  information  collection: 

Tilln:  Mineral  .Surx  eys,  Mineral  Patent 
Applications.  Adverse  Claims,  Protests, 
ami  Contests  (43  CFR  parts  38()()  and 
3870). 

OMB  (Amtrol  \hiniht;r:  l()()4-002.5. 
Ahstntct:  On  its  face,  the  Ceneral 
Mining  Law  (30  lJ..S.(k  29,  30,  and  39) 
authorizes  a  holder  of  an  unpatented 
claim  for  hardrock  minerals  to  apply  for 
fee  title  (|)atent)  to  the  Federal  land  (as 
well  as  minerals)  embraced  in  the  claim. 
.Since  1994.  a  riiler  on  the  annual 
appropriation  hill  for  the  Department  of 
the  Interior  has  ])revented  the  BLM  from 
j)rocessing  mineral  patent  apj)licalions 
unless  the  ap])lications  were 
grandfathered  under  the  initial 
legislation.  While  grandfathered 


ap])lication.s  are  rare  at  ])resent,  the 
ap])roval  to  collect  the  information 
continues  to  he  nece.ssary  hecau.se  of  the 
possibility  that  the  moratorium  will  he 
lifted. 

/'’/cf/uencv  o/  On  occasion. 

Di^scription  of  BosfXindonts:  Owners 
of  unpatented  mining  claims  and  mill 
sites  upon  the  ])uhlic  lands,  and  of 
re.served  mineral  lands  of  the  United 
.States,  National  Fonists,  and  National 
Parks. 

Estiinotod  Aiinuol  Bunions:  10 
respon.ses. 

Kstimatod  Hour  Biirdon:  .5.5()  hours. 
Estiiuotod  “Nou-Hour  Cost”  Bin  don: 
.$173,000. 

The  “Non-Hour  Ciost”  hurden 
estimate  includes  $13,400  for  fixed 
document  ])rocessing  fees,  $1,200  for 
jjuhlication  costs,  and  $159,000  for  case- 
l)V-case  fees  for  validity  examinations. 

jnaii  Sfinneinaii, 

Infonmition  Cniloclion  CAoaranoo  Officor, 
lUinuni  of  Hind  Mniuif’oinonl. 

IKK  Ooc.  ilOCJ-Ol.SlK  Fitiid  I-24-i;t:  ain| 

BILLING  CODE  4310-84-P 

DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

[LLCON03000  L16100000.DP0000] 

Notice  of  Availability  of  the  Draft 
Resource  Management  Plan  and  Draft 
Environmental  Impact  Statement  for 
the  Grand  Junction  Field  Office  in 
Colorado 

agency:  Bureau  of  Land  Management. 
Interior. 

ACTION:  Notice  of  Availability. 

SUMMARY:  In  accordance  with  the 
National  Environmental  Policy  Act  of 
1999,  as  amended,  and  the  Federal  Land 
Policy  and  Management  Act  of  1979.  as 
amended,  the  Bureau  of  Land 
Management  (BLM)  has  jjrejjared  a  Draft 
Resource  Management  Plan  (RMP)  and 
Draft  Environmental  Imjjact  Statement 
(ELS)  for  the  Grand  Junction  Field  Office 
(GJFO)  and  hy  this  notic:e  is  announcing 
the  opening  of  the  puhlic  comment 
jKiiiod. 

DATES:  To  (insure  that  comments  will  he 
considered,  the  BLM  must  receive 
written  comments  on  the  Draft  RMP/ 
Draft  ELS  within  90  days  following  the 
date  the  Environmental  Prot(iction 
Agencv  puhlisluis  this  notice  of  the 
Draft  RMP/Dralt  ELS  in  tlui  Federal 
Register.  The  BLM  will  announce  future 
iiKiiitings  or  hearings  and  any  other 
puhlic  participation  activiti(!.s  at  hia.st  15 
days  in  advance  through  jiuhlic  notices, 
media  rehiascis,  and/or  mailings. 


ADDRESSES:  You  mav  submit  comments 
relat(id  to  the  GJFO  Draft  RMP/Draft  ELS 
by  any  of  the  following  methods: 

•  oinuil:  ojfo_nnp@hlui.gov. 

•  fax:  970-244-3083. 

•  mail:  BLM— GIFO  RMP.  2815  H 
Road,  (irand  Junction,  GO  81509.  ("opies 
of  the  C:jI-0  Draft  RMP/Draft  ELS  are 
available  in  the  (iJFO  at  the  above 
address  or  on  the  Web  site  at:  http:// 
www.hhn.gov/co/st/on/fo/gjfo/nnp.htnd. 
FOR  FURTHER  INFORMATION  CONTACT: 

Gollin  Ewing.  Planning  and 
Environmental  Goordinator,  telephone 
970-244-3027;  see  address  above;  email 
cow  in  g@hlin.gov.  Pcirsons  who  use  a 
telecommunications  device  for  the  (hiaf 
(TDD)  mav  c:all  the  Federal  Information 
Relay  Service  (F3R.S)  at  1-800-877-8339 
to  contact  the  above  individual  during 
normal  business  hours.  The  f’IRS  is 
available  24  hours  a  day,  7  days  a  we(;k, 
to  leave  a  mes.sage  or  (|uestion  with  the 
above  individual.  You  will  receive  a 
reply  during  normal  business  hours. 
SUPPLEMENTARY  INFORMATION:  The  BLM 
prepared  the  (iJFO  Draft  RMP/Draft  ELS 
to  analyze  and  revise  the  current 
management  (Licisions  for  public  lands 
and  resources  within  the  CiJFO  planning 
area.  The  current  management  diicisions 
for  resources  are  descrihed  in  the  (irand 
lunction  Record  of  Decision  and 
Approved  Resource  Management  Plan 
(RMP)  (a])|)roved  Jainiarv.  1987).  as 
amended  (1987  (i)FO  RMP). 

The  GJFO  jjlanning  area  includes 
a])])roximately  2.2  million  acres  of  BLM. 
National  I’ark  .Service.  U..S.  Forest 
.Service,  U..S.  Bureau  of  Reclamation, 
.state,  local,  and  private  lands  located  in 
northwestern  (Colorado,  primarily  in 
Mesa  and  Garfield  counties,  with 
additional  small  tracts  located  in 
Montrose  and  Rio  Blanco  counties. 
Within  the  GJFO  planning  arcja,  the 
BLM  administers  ajjproximately  1.1 
million  surface  acres  and  1.2  million 
acres  of  Federal  oil  and  gas  mineral 
(subsurface)  (istate.  .Surface  management 
(Licisions  made  as  a  result  of  this  Draft 
RMP/Draft  ELS  will  apply  only  to  the 
BLM-administered  lands  in  the  GJF'O 
planning  ania. 

The  formal  j)ublic  .scoj)ing  process  for 
the  GJFO  RMP/ELS  began  on  Octobiir  15. 
2008,  with  the  ])ublication  of  a  Notice 
of  Intent  in  the  Federal  Register,  and 
(Mided  on  January  9,  2009.  The  BLM 
held  three  .sco])ing  open  houses  in 
December  2008.  The  BLM  held  an 
additional  six  |)ublic  workshops  in 
February  2009  for  travel  management 
data  collection  to  give  the  j)ublic  the 
oj)]K)rtunity  to  review  its  route 
inventory  for  com])leteness  and 
accuracy,  as  well  as  offer  suggestions  for 
])os.sible  reroutes  or  new  routes  that 
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would  complcmont  the  existing  system. 
Following  the  travel  management 
workshops,  the  BLM  held  an  additional 
public  comment  period  was  held  from 
July  17  through  August  21. 2009,  to  help 
the  BI.M  evaluate  the  (luantity  and 
(luality  of  the  experi(!nces  and  desired 
recreation  setting  available  in  the 
planning  area.  The  BLM  n.sed  |)nhlic 
.scoping  comments  to  identify  |)lanning 
issues  that  led  to  the  formulation  of 
alternatives  and  framed  the  scope  of 
analysis  in  the  Draft  RMF/Draft  FIS.  The 
.sco])ing  process  was  also  used  to 
introduce  the  public  to  preliminarv 
planning  criteria,  which  set  limits  on 
the  scoi)e  of  the  Draft  RMF/Draft  EIS. 

Major  i.ssues  considered  in  the  Draft 
RMF/Draft  EIS  include  travel 
management:  energy  develoj)ment; 
recreation  management;  lands  and 
realty/community  growth  and 
expansion:  wildlife  and  fish:  sjiecial 
designation  areas:  lands  with  wilderness 
characteristics;  water,  soil,  and  riparian 
areas;  special  .status  si)ecies 
management:  and  vegetation 
management,  among  others. 

The  Draft  RMF/Draft  EIS  evaluates  in 
detail  four  alternatives,  including  the 
No  Action  Alternative  (Alternative  A) 
and  three  action  alternatives 
(Alternatives  B,  (i,  and  D).  The  BLM  has 
identified  Alternative  B  as  the  ])referred 
alternative.  Identification  of  this 
alternative,  howevcn',  does  not  repre.sent 
the  final  agency  direction,  and  the 
Frojmsed  RMF  may  reflect  changes  or 
adjustments  ha.sed  on  information 
received  during  public  comment,  from 
new  information,  or  from  changes  in 
BLM  policies  or  priorities.  The 
Fropo.sed  RMF  may  include  objectives 
and  actions  described  in  the  other 
analyzed  alternatives. 

Alternative  A  woidd  retain  the 
current  management  goals,  objectives 
and  diref:tion  specified  in  the  1987 
GJFO  RMF.  Alternative  13  seeks  to 
balance  resources  among  com])eting 
human  interests  and  land  n.ses  with  the 
conservation  of  natural  and  cultural 
resource  values,  while  sustaining  the 
(icological  integrity  of  c:ertain  key 
habitats  for  ])lant,  wildlife  and  fish 
species.  It  incorporates  a  balanced  level 
of  protection,  restoration,  enhancement, 
and  use  of  resources  and  services  to 
meet  ongoing  jjrograms  and  land  uses. 
Goals  and  objectives  focus  on 
environmental,  economic  and  social 
outcomes  achieved  hv  strategic;allv 
addressing  demands  acrt)ss  the 
land.scaj)e.  Alternative  G  emjihasizes 
non-consumptive  n.se  and  management 
of  resources  through  protection, 
restoration  and  enhancement,  while  also 
providing  for  multijjle  uses,  including 
livestock  grazing  and  mineral 


develo])m(;nt.  This  alternative  would 
establish  the  greate.st  numher  of  special 
designation  anxis  with  sj)ecific 
measures  to  protect  or  enhance  resource 
values  within  these  areas.  Goals  and 
objectives  focus  on  environmental  and 
social  outcomes  achieved  by  sustaining 
relatively  unmodified  physical 
landscaj)es  and  natural  and  cultural 
resource  values  for  current  and  future 
generations.  Alternative  D  emphasizes 
active  management  for  natural 
resources,  commodity  production,  and 
public  n.se  o])port unities.  Resource  uses, 
such  as  recreation,  livestock  grazing, 
mineral  leasing  and  develojjinent, 
would  he  emj)hasized.  Existing  uses 
woidd  continue  and  new  uses  would  he 
accommodated  to  the  greatest  extent 
])o.s.sihle  while  maintaining  resource 
conditions. 

Fursuant  to  43  GFR  l(il0.7-2(h),  this 
notice  announces  a  concurrent  public 
comment  period  on  j^roposed  Areas  of 
Gritical  Environmental  Goncern 
(AGEGs).  Fropo.sed  A(]EGs  and  the 
resource  use  limitations  which  would 
occur  if  formally  designated  are  as 
follows: 

•  Atwell  Gulch,  ii])  to  (i,199  acres. 
Alternatives  B,  and  G:  No  surface 
occniiancy;  close  to  fluid  mineral 
leasing:  Visual  Re.sonrce  Management 
(VRMJ  Glass  II;  right-of-way  (ROVVJ 
exclusion  area;  i:lo.se  to  motorized  travel 
including  over-snow  motorized  travel; 
close  to  mechanized  travel;  issue  no 
sjiecial  recreation  permits  for 
competitive  events;  clo.se  2,990  acres  to 
livestock  grazing;  close  to  fossil 
collection;  only  allow  vegetation 
treatments  for  the  himefit  of  the 
identified  relevance  and  imjiortance 
values. 

•  Badger  Wash,  up  to  2,200  acres. 
Alternatives  A,  B,  G  and  D;  No  surface 
occnjiancy:  close  to  fluid  mineral 
leasing;  limit  travel  to  designated  routes; 
VRM  Glass  II;  ROW  exclusion  area; 
issue  no  special  recreation  jiermits  for 
comjjetitive  events. 

•  Golorado  River  Riparian,  880  acres. 
Alternative  G:  No  surface  occupancy; 
classify  as  nnsuitahle  for  coal  leasing: 
limit  travel  to  designated  routes;  VRM 
Glass  11;  ROW  avoidance  area;  and  onlv 
allow  vegetation  treatments  for  the 
benefit  of  the  identified  relevance  and 
importance  values. 

•  Goon  Greek,  110  acres.  Alternative 
C:  No  surface  occupancy;  limit  travel  to 
designated  routes:  VRM  Gla.ss  III;  ROW 
avoidance  area;  and  clo.se  to  live.stock 
grazing. 

•  Dolores  River  Riparian,  7,400  acres. 
Alternatives  B  and  G:  No  surface 
occupancy;  close  to  fluid  mineral 
leasing:  limit  travel  to  designated  routes; 
VRM  Glass  II;  ROW  avoidance  area; 


issue  no  special  recreation  jierinits  for 
competitive  events;  only  allow 
vegetation  treatments  for  the  benefit  of 
the  identified  relevance  and  imjiortance 
values;  only  allow  camjiing  in 
designated  sites;  and  clo.se  to 
recreational  placer  mining. 

•  Glade  Fark-Finyon  Mesa.  27,200 
acres.  Alternative  Ci:  No  surface 
occupancy;  clo.se  to  fluid  mineral 
leasing;  limit  travel  to  designated  routes; 
VRM  Gla.ss  II:  ROW  avoidance  area;  onlv 
allow  vegetation  treatments  for  the 
benefit  of  the  identified  relevance  and 
imjiortance  values;  and  ojien  to 
livestock  grazing  outside  of  occupied 
.sage-grouse  habitat. 

•  Gunnison  River  Riparian.  400  acres. 
Alternative  G:  No  surface  occupancy: 
limit  travel  to  designated  routes;  VRM 
Gla.ss  11;  ROW  avoidance  area;  anil  onlv 
allow  camping  in  designated  sites. 

•  Hawxhurst  Greek.  800  acres. 
Alternative  G:  No  surface  occupancy; 
limit  travel  to  designated  routes;  VRM 
Gla.ss  II;  and  R(3W  avoidance  area. 

•  Indian  Greek,  1,700  acres. 
Alternatives  B  and  G:  No  surface 
occupancv;  limit  travel  to  designated 
routes;  VRM  Glass  II;  and  ROW 
exclusion  area. 

•  John  Brown  Ganyon,  1,400  acres. 
Alternative  G;  No  surface  occupancy; 
clo.se  to  ftiiid  mineral  leasing;  limit 
travel  to  dixsignated  routes;  and  VRM 
Gla.ss  II. 

•  Juanita  Arch.  1.000  acres. 
Alternatives  B  and  C:  No  surface 
occupancy;  close  to  fluid  mineral 
leasing:  close  to  motorized  and 
mechanized  travel;  VRM  (ila.ss  11;  ROW 
exclusion  area. 

•  Mt.  Garfield,  nj)  to  5.700  acres. 
Alternatives  B  and  (k  No  surface 
occupancy;  clo.se  to  fluid  mineral 
leasing:  close  to  motorized  travel 
including  over-snow  travel:  VRM  Gla.ss 
I;  ROW  exclusion  area;  close  to  fossil 
collection:  classify  as  unsintahle  for  coal 
leasing:  close  to  recreational  target 
shooting:  close  to  livestock  grazing. 

•  Nine-mile  Hill  Boulders.  90  acres. 
Alternative  G:  Glo.se  to  motorized  travel 
including  over-snow  travel;  close  to 
mechanized  travel;  VRM  G.lass  11;  ROW 
exclusion  area;  issue  no  sjiecial 
recreation  permits  for  competitive 
events. 

•  The  Falisade,  uj)  to  32,200  acres. 
Alternatives  A,  B,  G  and  D:  No  surface 
occupancy;  close  to  Ilnid  mineral 
leasing:  close  to  motorized  travel;  VRM 
Cilass  I;  ROW  exclusion  area:  issue  no 
s|)ecial  recreation  permits  for 
competitive  events;  limit  forestry 
cutting  units  to  20  acres  or  less  in  the 
pinyon-jnniper  woodlands;  clo.se  to 
mineral  material  dispo.sal. 


5488 


Federal  Register / Vol.  78,  No.  17/Fri(lay,  January  25,  2()13/N()tices 


•  Plateau  Oeek,  220  acres. 

Alternative  C:  No  surface  occupancy; 
VRM  Class  11;  limit  travel  to  designated 
routes;  close  to  recr(;ational  target 
shooting;  only  alk)\v  camping  in 
designated  sites;  ROW  avoidance  area; 
clos(!  to  all  tyi)es  of  collection  (e.g.. 
fossil,  vegetation,  rocks,  etc.);  only  allow 
vegetation  treatments  and  wildlife 
habitat  improvements  for  the  benefit  of 
the  identified  relevance  and  importance 
values;  classify  as  imsuitahle  for  coal 
leasing;  issue  only  Class  1  and  11  sj)ecial 
recreation  permits;  and  close  to 
livestock  grazing. 

•  Prairie  (Canyon.  (i.UOO  acres. 
Alternative  (i;  No  surface  occupancy; 
clo.se  to  fluid  mineral  leasing;  VRM 
(dass  11;  limit  travel  to  designated 
routes;  i.lose  to  r(;creational  targ(;t 
shooting;  ROW  exclusion  area;  clo.se  to 
vegetative  materials  sales;  and  only 
allow  vegetation  tniatments  and  wildlife 
habitat  imj)rovements  for  the  benefit  of 
the  identified  relevance  and  importance 
values. 

•  Pyramid  Rock,  uj)  to  1.300  acres. 
Alternatives  A.  H.  C  and  D;  No  surface 
occui)ancy;  clo.se  to  fluid  mineral 
leasing;  VRM  (llass  11;  close  to  all  modes 
of  travel;  close  to  recreational  target 
shooting;  close  to  camping;  ROW 
exclusion  area;  clo.se  to  all  tvpes  of 
collection  (e.g..  fossil,  vegetation,  rocks, 
etc.);  classify  as  unsuitable  for  coal 
leasing;  issue  no  sj)ecial  recnuition 
jiermits  for  competitive  events;  close  to 
livcistock  grazing. 

•  Reeder  M(!sa.  470  acres.  Alternative 
(';  No  surface  occupancy;  VRM  (3ass  111; 
limit  travel  to  designated  routes;  ROW 
exclusion  area. 

•  Roan  and  Carr  Creeks,  up  to  33.000 
acres.  Alternatix  es  B  and  C;  No  surface 
occupancy;  clo.se  to  lluid  mineral 
leasing;  VRM  Class  11;  close  to 
motorized  travel  includijig  over-snow 
travel;  close  to  mechanized  travel;  ROW 
avoidance  area;  and  classify  as 
unsuitable  for  coal  leasing. 

•  Rough  (Canyon,  uj)  to  2,800  acres. 
Alternatives  A.  B.  C  and  D;  No  surface 
occuj)ancv;  close  to  lluid  mineral 
leasing;  VRM  Class  11;  limit  travel  to 
designated  routes;  ROW  exclusion  ar(;a; 
clo.se  to  mineral  material  dispo.sal. 

•  Sinhad  Valley.  0,400  acres. 
Alternatives  B  and  C:  No  surface 
occupancv;  close  to  lluid  mineral 
leasing;  VRM  Class  11;  close  to 
motorized  travel.  exc(!j)t  for  Taheguache 
Trail;  ROW  avoidance  area. 

•  South  Shale  Ridge.  28.200  acres. 
Alternatives  B  and  (/.  No  surface 
occuj)ancy;  clo.se  to  lluid  mineral 
leasing;  VRM  Class  11;  limit  travel  to 
designated  routes;  and  ROW  exclusion 
area. 


•  IJnaweep  See]),  up  to  8.5  acres. 
Alternatives  A,  B,  and  D;  No  surface 
occuj)ancy;  close  to  fluid  mineral 
leasing;  clo.se  to  motorized  travel 
including  over-snow  travel;  close  to 
mechanized  travel;  VRM  Class  11;  ROW 
exclusion  area;  clo.se  to  camping;  issue 
no  s])ecial  recreation  permits  for 
com])etitive  events;  clo.se  to  fossil 
collection;  and  clo.se  to  mineral  material 
dispo.sal. 

Please  note  that  |)ul)lic  comments  and 
information  submitted  including  names, 
street  addresses,  and  email  addresses  of 
l)erson.s  who  submit  comments  will  he 
available  for  ])ul)lic  review  and 
disclosure  at  the  above  address  during 
regular  business  hours  (8;()()  a.m.  to  4;()() 
l).m.).  Monday  through  Friday,  exce])t 
liolidays. 

Before  including  your  address,  ])hone 
number,  email  address,  or  other 
personal  identifying  information  in  your 
comment,  you  should  he  aware  that 
your  entire  comment — including  vour 
personal  identifying  information — may 
he  made  i)ul)licly  available  at  any  time. 
While  you  can  a.sk  us  in  vour  comment 
to  withhold  your  ])er.sonal  identifving 
information  from  public  review,  we 
cannot  guarantee  that  we  will  he  able  to 
do  so. 

Aiilluirity:  40  R  1.500.0.  40  CI  'K 
1.500.10.  4:i  CI  R  1010.2. 

Helen  M.  Hankins, 

liLM  Colomdo  Slala  Diivctor. 
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DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

[LLOR957000-L6310000O-HD0000- 
13XL1165AF:  HAG13-0093] 

Filing  of  Plats  of  Survey:  Oregon/ 
Washington 

agency:  Bureau  of  Land  Management, 

Interior. 

action:  Notice. 

SUMMARY:  The  plats  of  survey  of  the 
following  described  lands  are  scheduled 
to  he  officially  filed  in  the  Bureau  of 
Land  Management,  Oregon  State  Office, 
Portland,  Oregon,  30  davs  from  the  date 
of  this  publication. 

Willameitt;  Meridian 

Oregon 

'I’.  17  .S.,  K.  17  K.,  ac;(:(!|)l()(l  |amiarv  7,  2013 
T.  20  S.,  R.  8  VV..  ai:i;(!i)l(!(i  Janiiarv  7,  2013 
r.  38  .S..  R.  2  R..  ac:(;c!|)t{)(l  )anuarv  10.  2013 
T.  21  .S..  R.  0  W..  accepted  |anuarv  10.  2013 
T.  22  S..  R.  7  \V..  accei)t(!d  janiiary  10.  2013 
'f.  25  S.,  R.  3  W.,  acce])led  )anuary  10,  2013 


■f.  20  .S.,  R.  7  \V.,  accephul  )anuary  10,  2013 
T.  2!)  .S.,  R.  9  W..  accepted  jamiarv  10.  2013 
ADDRESSES:  A  copy  of  the  jilats  may  he 
obtained  from  the  Public  Room  at  the 
Bureau  of  Land  Management,  Oregon 
.State  Office,  333  .SW.  1st  Avenue. 
Portland.  Oregon  ?)72()4,  u])on  recjuired 
])ayment. 

FOR  FURTHER  INFORMATION  CONTACT:  Kyle 
Hensley.  (503)  8()8-()132,  Branch  of 
(Geographic  .Sciences,  Bureau  of  Land 
Management,  333  .SW.  Ist  Avenue, 
Portland.  Oregon  97204.  Persons  who 
use  a  telecommunicatious  device  for  the 
deaf  (TDD)  may  call  the  Federal 
Information  Relay  .Service  (FIR.S)  at  1- 
800-877-8339  to  contact  the  above 
individual  during  normal  business 
hours.  The  FIRS  is  available  24  hours  a 
day,  7  days  a  week,  to  leave  a  message 
or  (pie.stion  with  the  above  individual. 
You  will  receive  a  rejily  during  normal 
business  hours. 

SUPPLEMENTARY  INFORMATION:  A  person 
or  jiarty  who  wishes  to  jirotest  against 
this  survey  must  file  a  written  notice 
with  the  Oregon  .State  Director,  Bureau 
of  Land  Management,  stating  that  thev 
wish  to  jirotest.  A  statement  of  reasons 
for  a  ])rotest  mav  be  filed  with  tbe  notice 
of  jirotest  and  must  be  filed  with  tbe 
Oregon  .State  Director  within  thirty  days 
after  the  jn'otest  is  filed.  If  a  ])rolest 
against  the  survev  is  received  prior  to 
the  date  of  official  filing,  the  filing  will 
be  stayed  pending  consideration  of  tbe 
protest.  A  ])lat  will  not  be  officiially  filed 
until  the  day  after  all  jirotests  have  been 
dismissed  or  otberwi.se  resolved.  Before 
including  your  addre.ss.  phone  number, 
email  addre.ss,  or  other  jiersonal 
identifying  information  in  your 
comment,  you  should  be  aware  that 
your  entire  comment — including  your 
personal  identifying  information — may 
lie  made  jmblicly  available  at  any  time. 
While  you  can  a.sk  us  in  your  comment 
to  withhold  your  personal  identifying 
information  from  jjublic  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  .so. 

Timothy  J.  Moore, 

Acting,  OliicfOndnsIrnl  Sniveyor  of  Oregon/ 
Washington. 

IFR  Doc.  2()i:i-()14(i(l  Filed  l-24-i:!;  8:45  ain| 
BILLING  CODE  4310-33-P 


DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

[LLWY-957400-1 3-L1 4200000-B  JOOOO] 

Filing  of  Plats  of  Survey,  Wyoming  and 
Nebraska 

AGENCY:  Bureau  of  Land  Management, 
Interior. 
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ACTION:  Notice. 

SUMMARY:  The  Bunuui  of  Land 
Management  (BLM)  has  filed  the  jdats  of 
survey  of  tlie  lands  described  below  in 
the  Bl\,M  Wyoming  State  Office. 
(Iheyenne,  Wyoming,  on  the  dates 
indicated. 

FOR  FURTHER  INFORMATION  CONTACT: 

Bureau  of  Land  Management,  .53.53 
Yellowstone  Road,  B.O.  Box  1828, 
(Cheyenne,  Wyoming  82003. 
SUPPLEMENTARY  INFORMATION:  I’hese 
surveys  were  executed  at  the  recinest  of 
the  Bureau  of  Land  Management  and  the 
D.S.  Forest  Service,  and  are  necessary 
for  the  management  of  resources.  The 
lands  surveyed  are: 

The  j)lat  and  field  notes  representing 
the  de])endent  resnrvey  of  a  portion  of 
the  Fourteenth  Standard  Parallel  North, 
through  Range  83  West,  tin;  east,  w(!.st 
and  north  honndaries,  and  a  ijortion  of 
the  snhdivisional  lines.  Township  57 
North,  Range  83  West,  Sixth  lTinci])al 
Meridian,  Wyoming,  Grouj)  No.  804, 
was  accepted  June  22,  2012. 

I’lie  supplemental  plat  showing 
aimmded  lottings.  Township  52  North, 
Range  72  West,  Sixth  Principal 
Mm  idian,  Wyoming,  (h'oup  No.  808, 
was  accej)ted  July  31, 2012  and  is  ha.sed 
u|)on  the  d(!j)endent  resurv(;y  ])lat  of 
Township  52  North,  Range  72  West, 
acce])ted  February  7,  1980,  and 
snp])lemental  plat  of  Township  52 
North,  Range  72  We.st,  accepted 
Sei)temt)er  13.  l‘)85. 

The  supjdemental  plat  showing 
amended  lottings.  Township  52  North, 
Range  72  West,  Sixth  Principal 
Meridian,  Wyoming,  Grou])  No.  808, 
was  accepted  August  14.  2012,  and  is 
based  upon  the  dependent  resurvey  plat 
of  Township  52  North,  Range  72  \Ve.st, 
accej)ted  P’ehruary  7,  1980,  and  the 
supplemental  plat  of  Town.ship  52 
North,  Range  72  West,  accejited 
September  13.  1985. 

The  plat  and  field  notes  representing 
the  ile])endent  resurvey  of  a  i)ortion  of 
the  suhdivisional  lines,  the  survey  of  the 
subdivision  of  section  8,  and  the  metes 
and  hounds  survey  of  Lot  17,  section  8, 
Township  50  North.  Range  73  West, 
Sixth  Principal  Meridian.  Wyoming. 
Group  No.  830.  was  accepted  August  14, 
2012. 

I’lie  .su])j)lemental  jjlat  showing 
amended  lottings,  Townshij)  33  North. 
Range  109  We.st,  Sixth  Principal 
Meridian,  Wyoming,  (houj)  No.  873  was 
accepted  Sejjtemher  20,  2012.  and  is 
based  u])on  the  dependent  resurvey  jdat 
of  I’ownship  33  North,  Range  109  \Vest, 
acce])ted  Gctoher  31,  2007. 

The  plat  and  field  notes  repre.senting 
the  de])endent  resurvey  of  a  portion  of 


the  north  boundary,  a  jjortion  of  the 
suhdivisional  lines,  and  the  survey  of 
the  subdivision  of  certain  sections. 
Township  50  North,  Range  83  West, 
Sixth  Principal  Meridian,  Wvoming. 
Group  No.  843,  was  acceptiul  November 
14,  2012. 

The  j)lat  and  field  not(!s  r(;])re.s(!nting 
the  dependent  resnrvev  of  Lot  No.  39 
and  Lot  No.  42,  a  |)ortion  of  Lot  No.  38 
and  l.ot  No.  40,  a  ])ortion  of  the  'rwelfth 
(hiide  Meridian  VVest,  through 
Townshi])  55  North,  between  Ranges  90 
and  97  West,  a  portion  of  the 
suhdivisional  lines  and  the  survev  of  the 
subdivision  of  .section  7.  Town.ship  55 
North,  Range  90  West,  Sixth  Principal 
Meridian,  Wyoming,  Grouji  No.  844. 
was  accepted  November  14.  2012. 

'Phe  j)lat  and  field  notes  rejjresenting 
the  corrective  dependent  resurvey  of 
])ortion,s  of  the  suhdivisional  lines, 
Townshi))  29  North.  Range  100  West, 
Sixth  Princi])al  Meridian,  Wyoming, 
Grou])  No.  849,  was  acce|)ted  December 
7,  2012. 

The  |)lat  and  field  notes  re|)re,senting 
the  de])endent  resurvey  of  a  ])ortion  of 
the  suhdivisional  lines.  Townshi))  20 
North,  Range  82  We.st,  Sixth  Princi))al 
Meridian.  Wyoming,  Grou))  No.  853, 
was  acce))ted  December  7,  2012. 

'I’he  ))lat  and  field  notes  re))resenting 
the  de))endent  resurvey  of  ))ortions  of 
the  west  and  north  boundaries  and  the 
snhdivisional  lines;  the  corrective 
de))endent  resurvey  of  a  ))ortion  of  the 
north  houndary,  and  the  survey  of  the 
subdivision  of  sections  5.  0,  7  and  8, 
Townshi))  30  North,  Range  52  We.st, 
Sixth  Princi))al  Meridian,  Nebraska. 
Groii))  No.  170,  was  acce))ted  December 
7.  2012. 

Go))ie.s  of  the  ))receding  described 
plats  and  field  notes  are  available  to  the 
))uhlic  at  a  cost  of  $1.10  ))er  page. 

Dat(!(l:  January  18.  2013. 

John  P.  Lee, 

(Jhioj  (Auldstml  Siirvcvnr.  Division  of  Support 
Sorvicos. 
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DEPARTMENT  OF  THE  INTERIOR 
Bureau  of  Land  Management 
[LLUT980300-L1 1 200000-PH0000-24-1  A] 

Notice  of  Utah’s  Recreation  Resource 
Advisory  Council/Resource  Advisory 
Council  Meeting 

AGENCY:  Bureau  of  Land  Management. 
Interior. 

ACTION:  Notice  of  meeting. 

SUMMARY:  In  accordance  with  the 
Federal  Land  Policy  and  Management 


Act  (FLPMAJ  and  the  Federal  Advisory 
Gommittee  Act  of  1972  (FAGA).  the  II.S. 
De))artnient  of  the  Interior,  Bureau  of 
I.and  Management’s  (BLMJ  Utah 
Recreation  Resource  Advisorv  Gouncil 
(RecRAGJ/Re.source  Advi.sorv  (Council 
(RAG.J  will  meet  as  indicatecl  below. 

DATES:  The  RAG  will  meet  on  Fehruary 
21. 2013,  from  1 :()()— 5:00  )).m..  and  the 
RecRAG/RAG  will  meet  on  Fehruary  22. 
2013,  from  8:30  a.m.  to  4:00  )).m. 

ADDRESSES:  The  meeting  will  he  held  at 
the  BLM-lJtah  State  Office,  440  We.st 
200  South.  Salt  Lake  (]ity,  Utah,  in  the 
Monument  Gonference  Room  on  the 
fifth  Boor. 

FOR  FURTHER  tNFORMATION  CONTACT: 

Sherry  Foot,  S))ecial  Programs 
Goordinator,  Utah  State  Office,  Bureau 
of  Land  Management.  440  We.st  200 
South.  Salt  Lake  (iity.  Utah  84101; 

))hone  (801 J  539-4195;  sl()ot@l)l]]i.gov. 

SUPPLEMENTARY  INFORMATION:  On 

Fehruary  21.  agenda  to))ic.s  will  include 
current  events  within  BLM  Utah;  an 
u))date  on  alternatives  for  regional 
))lanning  through  2015  and  interim 
guidance  for  Utah  on  Sage-grouse;  an 
u))date  on  the  draft  strategic  ))lan  for 
Utah  ))ul)lic  lands  within  the  BLM’s 
National  Land.sca))e  (Conservation 
.System;  and  the  RAG’s  involvement 
with  the  Utah  Film  (Commission. 

On  Fehruary  22,  the  RecRA(C  will 
listen  to  fee  ))re.sentation.s  from  the  BLM 
Montic.ello  Field  Office,  which  is 
))ro))osing  to  increase  fees  for 
recreational  boating  on  the  .San  Juan 
River  in  .San  Juan  (County,  Utah;  the 
BLM  Red  (Cliffs  National  (Con.servation 
Area,  which  is  ))ro))osing  to  increa.se 
fees  at  the  Red  (Cliffs  Recreation  Area  in 
Washington  (County,  Utah;  and  the 
Manti-La  Sal  National  Forest,  which  is 
))ro))osing  to  increase  fees  at  the  Seely 
Guard  .Station  in  Emery  Gounty,  Utah. 
An  additional  to))ic  will  cover  u))date.s 
on  the  .St.  George/(Cedar  (Citv  Resource 
Management  Plans. 

The  ))ul)lic  may  addre.ss  the  Rec:RA(C/ 
RA(C  during  a  ))nl)lic  comment  ))enod 
from  10:45-11:15  a.m.  Wh  itten 
comments  may  also  be  sent  to  the  BLM 
at  the  address  li.sted  in  the  FOR  FURTHER 
tNFORMATtON  CONTACT  section  of  this 
notice.  The  meeting  is  open  to  the 
))nl)lic:  however,  tran.s))ortation. 
lodging,  and  meals  are  the  re.s))onsil)ilit\ 
of  the  ))artici))ating  individuals. 

Following  the  business  meeting,  a 
BLM-Utah  .State  Director’s  awards 
function  for  invited  guests  will 
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recognize  public  land  partners  and 
outgoing  RAC  members. 

ienna  Whitlock, 

Associate  Slate  Director. 

|1'R  0(h:.  2ni:{-(n572  I'iUid  1-24-12:  8:45  iim| 

BILLING  CODE  4310-DO-P 

DEPARTMENT  OF  THE  INTERIOR 

Bureau  of  Land  Management 

[LLNMPOOOO  L13110000.XH0000] 

Notice  of  Public  Meeting,  Pecos 
District  Resource  Advisory  Council 
Meeting,  New  Mexico 

AGENCY:  Bureau  of  Land  Management, 
Interior. 

ACTION:  Notice  of  pnlilic  meeting. 

SUMMARY:  In  accordance  with  the 
Federal  Land  Policy  and  Management 
Act  and  the  Federal  Advisory 
Committee  Act  of  1972.  the  11. S. 
Deiiartment  of  the  Interior.  Bureau  of 
Ijiind  Management  (BLM).  Pecos  District 
Resource  Advisory  Council  (RAC),  will 
meet  as  indicated  below. 

DATES:  The  meeting  is  on  I’ehruarx’  2(i- 
27,  2013.  from  9  a.m.— 1  ji.m. 

ADDRESSES:  The  meeting  will  he  at  the 
Bureau  of  Land  Management  Roswell 
Field  OlTice.  2909  West  2nd  Street. 
Roswell.  NM,  on  l-’ehruarv  20,  with  an 
optional  tour  for  RAC  members  of  off- 
highway  vehicle  management  areas  on 
Fehruary  27.  The  public  may  send 
written  comments  to  the  RAC.  290‘)  \V. 
2nd  .Street,  Roswell.  NM  88201. 

FOR  FURTHER  INFORMATION  CONTACT: 

Betty  Hicks.  Pecos  District.  Bureau  of 
Dmd  Management.  2909  \V.  2nd  Street. 
Roswell.  NM  88201.  575-027-0242. 
Persons  who  use  a  telecommunications 
device  for  the  deaf  (TDD)  may  call  the 
Federal  Information  Relay  Service 
(FIRS)  at  1-800-877-8229  to  contact  the 
above  individual  during  normal 
business  hours.  The  FIRS  is  available  24 
hours  a  day.  7  davs  a  week,  to  leave  a 
message  or  (juestion  with  the  above 
individual.  S'ou  will  receive  a  replv 
during  normal  business  hours. 
SUPPLEMENTARY  INFORMATION:  The  10- 
memher  RA(]  advi.ses  the  .Secretarv  of 
Interior,  through  the  Bureau  of  Land 
Management,  on  a  variety  of  planning 
and  management  i.ssues  as.sociated  with 
public  land  management  in  New 
Mexico.  Planned  agenda  items  include 
an  Ujxlate  on  Hunting  Unitization. 
Buried  Utilities.  Information  on  the 
Di.sser  jirairie  chicken.  Di.scnssion  of 
R(H:reation  Fee — I'ort  Stanton  National 
(]on.servalion  Area.  SLO/BLM  Land 
Exchange,  and  a  Feral  Pig  Presentation. 
A  half-hour  |)uhlic  comment  period 


during  which  the  public  may  addre.ss 
the  {'ouncil  is  sc;heduled  to  begin  at  .1 
l).m.  on  f  ehruary  20.  All  RA(;  meetings 
are  open  to  the  public.  Depending  on 
the  number  of  individuals  wishing  to 
comment  and  time  available,  the  time 
for  individual  oral  commeuts  may  he 
limited. 

Douglas  ).  Burger, 

District  .\  laiiat’er. 

ll  RDoc.  2(n:Mll571  I'ilod  1-24-13:  8:45  ani| 
BILLING  CODE  4310-VA-P 


DEPARTMENT  OF  THE  INTERIOR 
National  Park  Service 

[NPS-PWR-P  WRO-1 0629; 
PX.P0131800B.00.1] 

Draft  Environmental  Impact  Statement 
for  Tuolumne  Wild  and  Scenic  River 
Comprehensive  Management  Plan, 
Yosemite  National  Park,  Madera, 
Mariposa,  Mono  and  Tuolumne 
Counties,  California 

AGENCY:  National  Park  Service,  interior. 
ACTION:  Notice  of  availability. 

summary:  Pursuant  to  102(2)  (C:)  of  the 
National  Environmental  Policy  Act  of 
190‘)  (Pul).  L.  91-1‘)(),  as  amended),  and 
the  (Council  on  Environmental  Quality 
Regulations  (40  CFR  jjart  1500-1508). 
the  National  Park  Service  has  prepared 
a  Draft  Environmental  Impact  Statement 
(DEIS)  for  the  proposed  Tuolumne  Wild 
and  Scenic  River  ('.omprehensive 
Management  Plan  (TRPCMP).  'Lhe 
TRPUMP/DEIS  addresses  reiiuirements 
of  the  Wild  and  Scenic  Rivers  Act  (Pub. 
L.  90-542.  as  amended)  (W.SRA).  and 
will  provide  long-term  guidance  for 
management  of  the  54  miles  of  the 
Tuolumne  River  that  flows  through 
Yosemite  National  Park.  The  DEIS 
evaluates  ])otential  environmental 
consequences  of  imjilementing  a  range 
of  alternatives,  including  a  no-action 
(continue  with  current  management) 
alternative  and  five  action  alternatives. 
Both  the  agency-preferred  and 
environmentallv  preferred  alternatives 
are  identified. 

The  purpose  of  the  TRPUMP  is  to 
guide  the  ])ark  in  protecting  the  river's 
free-flowing  character  and  the  values 
that  make  it  worthy  of  designation  by  (1) 
reviewing  and  updating  river  corridor 
hoiuularies  and  segment  classifications. 
(2)  prescribing  a  process  for  the 
protection  of  the  river’s  free-flowing 
condition.  (3)  identifying  and 
documenting  the  condition  of  the  river’s 
outstandingly  remarkable  values.  (4) 
e.stahlishing  management  objectives  for 
river  values  and  a  monitoring  program 


for  ensuring  the  objectives  are  met.  (5) 
identifying  management  actions  needed 
to  protect  and  enhance  river  values,  and 
(8)  defining  visitor  use  and  user 
ca])acity  for  the  river  corridor.  Portions 
of  the  i;)8()  Yosemite  General 
Management  Plan  (GMP)  addressing 
management  inside  the  Tuolumne  Wild 
and  Scenic  River  corridor  also  will  he 
updated:  specific  (iMP  amendments  are 
outlined  in  the  DEIS. 

Proposal  and  Altoniativas:  Based  on  a 
thorough  examination  of  the  river’s 
baseline  conditions,  the  rRPG.MP/DElS 
|)re.sents  a  multi-faceted  approach  to 
river  management  and  stewardshij). 
Becau.se  of  the  WSRA  mandate  to 
"protect  and  enhance"  river  values, 
most  of  the  j)lan’s  contents  are  common 
to  all  the  action  alternatives,  including 
(1)  all  WSRA  management  elements 
(boundaries,  classifications,  7 
determination  process),  (2)  an  ecological 
restoration  program  and  other 
management  actions,  (3)  a  monitoring 
j)rogram.  and  (3)  a  u.ser  capacity 
management  j)rogram.  As  discussed  in 
detail  in  the  DEIS,  Alternative  5  is 
deemed  to  he  the  environmentally 
preferred  course  of  action. 

Since  the  conservation  ])lanning  and 
environmental  impact  analysis  i)rocess 
began  in  2005.  the  TRP(’.MP/DE1S  has 
been  methodically  develoj)ed  by  park 
subject-matter  experts,  with  attention  to 
information  provided  by  culturally- 
associated  American  Indian  tribes, 
gateway  communities,  nonprofit 
organizations,  and  interested  members 
of  the  ])uhlic;.  Throughout  the  early 
con.servation  planning  and 
environmental  impact  analy.sis  effort, 
information  was  sought  at  over  127 
public  meetings,  workshops,  and 
presentations.  At  these  events,  the 
])uhlic  was  invited  to  share  ideas  that 
could  he  used  in  the  development  of  a 
range  of  alternatives  that  would  achieve 
NPS  goals,  while  ensuring  accessibility, 
public  safety,  resource  protection,  and 
protection  and  enhancement  of  river 
values. 

As  noted  above,  a  no-action 
alternative  and  five  action  alternatives 
for  managing  the  Tuolumne  Wild  and 
Scenic  River  are  identified  and 
analyzed.  The  five  action  alternatives 
re|)re.sent  the  primarv  themes  exi)ressed 
during  j)uhlic  scoping.  Potential  im])acts 
are  analyzed  and  ap})ropriate  mitigation 
measures  are  assessed  for  each 
alternative.  Per  WSRA  direction,  all  of 
the  action  alternatives  would  protect 
and  enhance  the  values  for  which  the 
Tuolumne  was  designated,  including  its 
free-llowing  condition,  excellent  water 
(luality.  and  outstandingly  remarkable 
values.  In  addition,  all  action 
alternatives  would  ])reserve  and  sustain 
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wilderness  character,  including  natural  meadow  and  riparian  areas  would  he  wanted  visitor  activities  and  amenities 

eco.syslem  function  and  o))portimities  jjrotected  from  visitor-ndated  impacts  to  he  secondary  to  protecting  and 

for  primitive  recreation  in  the  more  than  l)y  njstoring  informal  trails,  mitigating  enhancing  the  integrity  and  connectivitv 
5K)  percent  of  the  river  corridor  that  is  the  hydrologic  impacts  cau.sed  by  of  river-related  ecological  communities, 

classified  wild  per  tlu;  WSRA  (.some  historic  trail  segments,  and  eliminating  ])articularly  at  Tuolumne  Meadows.  The 

portions  are  also  located  in  (hisignated  all  facilities  except  trails  and  roads  from  rustic  lodge  at  'rnolumne  Meadows 

wihhaiie.ss).  Differences  among  the  meadow  and  riparian  arcais.  Most  would  be  reduced  to  half  its  current 

alternatives  revolve  primarily  around  a  ameniti(!.s  and  commercial  services  capacitv  and  other  commercial  .services 

range  of  desired  visitor  experiences,  would  he  di.scontinued  at  Tuolumne  would  he  eliminated,  including  the  gas 

levels  of  facilities  n(;eded  to  protect  and  Meadows,  including  the  store  and  grill,  .station  and  commercial  dav  rides, 

enhance  river  values  in  Tnolnmne  gas  station.  Tnolinnne  Meadows  Lodge,  Facilities  and  like  functions  at 

M(!adows  and  (den  Aulin,  and  use  and  trail  rides.  The  (den  Anlin  High  Tuolumne  Meadows  would  he 

levels  throughout  the  river  corridor.  The  Sierra  (lamp  would  he  removed  and  the  consolidated  and  visitor  experiences 

.scenic  segment  below  O'Shanghnessy  area  restored  to  natural  conditions.  would  he  facilitated  in  a  manner  that 

Dam  and  the  Tioga  Road  corridor  east  of  Overall,  use  levels  in  tin;  river  corridor  connects  peo])le  with  the  river  and 

Tnolinnne  Meadows  would  he  managed  would  he  the  lowest  in  the  range  of  emphasizes  the  imjjortance  of  protecting 

the  same  under  all  the  action  alternatives  considered.  meadow  and  riparian  ecosvstems. 

alternatives  in  a  manner  that  is  Alttnnative  2.  Alternative  2  responds  Capacitv  at  the  (den  Aulin  High  Sierra 

protective  of  river  values.  to  those  memhiirs  of  the  jmhlic  who  Camp  would  he  reduced.  Overall,  u.se 

The  guidance  for  tho.se  segments  of  voiced  a  desire  for  a  greater  diversity  of  levels  would  fall  within  the  middle  of 

the  river  classified  as  wild  (which  are  day  n.se  opportunities  (including  limited  the  range  of  alternatives  considered,  and 
al.so  ])art  of  congre.ssionally  designated  kayaking,  by  jiermit)  and  a  modest  management  of  visitor  u.se  would  he 

wilderne.ss)  are  similar  under  all  the  increase  in  campground  capacity,  while  intensive,  including  possible  closures  to 

alternatives,  although  differences  in  retaining  the  rustic  lodges  at  Tuolumne  facilitate  ecological  recovery, 

visitor  u.se  management  are  identified  Meadows  and  (ilen  Aulin.  This  Altt^rnuiivf^  5.  Alternative  .5  (agencv- 

and  as.ses.sed.  All  alternatives  alternative  would  facilitate  resource  preferred  and  environmentallv 

accommodate  traditional  cultural  enjoyment  and  stmvard.ship  by  a  broad  jireferred)  would  combine  elements 

jiractices  by  American  Indian  tribes.  sijectrum  of  visitors,  including  jieople  from  alternatives  2.  3  and  4,  to  balance 

Numeric  u.ser  capacities  differ  among  discovering  the  area  for  the  first  time,  by  greater  protection  of  ecological 

the  alternatives,  based  on  the  types  of  encouraging  short  interjiretive  walks  communities  while  allowing  for 

visitor  experiences,  levels  of  facilities  and  ])icnicking.  To  facilitate  these  traditional  wilderness-oriented  visitor 

needed  to  protect  river  values,  and  connections,  a  ])it:nic  and  jiarking  area  experiences.  While  most  visitor  serviciis 

actions  taken  to  achieve  the  various  would  he  located  across  from  the  would  remain,  the  gas  station  and 

objectives.  Day  and  overnight  cajiacities  Parsons  Lodge  trailhead  on  Tioga  Road.  conce.ssioner  trail  rides  would  he 

for  the  entire  river  corridor — and  the  The  visitor  center  and  other  core  visitor  eliminated.  A  small  visitor  contact 

actions  reipiired  to  manage  to  propo.sed  services  would  he  co-located  at  the  site  .station,  picnic  and  |)arking  area  would 

cajiacitie.s — are  considered  for  all  of  the  existing  Tuolumne  Meadows  he  located  acro.ss  from  the  Parsons 

alternatives.  store.  Overall,  u.se  levels  in  the  river  Lodge  trailhead  on  Tioga  Road.  Olen 

No  Action  Alternative.  Oontinuing  corridor  would  he  the  highest  in  the  Aulin  High  Sierra  Gamp  would  he 

current  management  and  trends  would  range  of  alternatives  considered,  and  reduced  to  nearlv  half  its  current 

result  in  additional  localized  imiiacts  river  values  would  he  jirotected  by  ca})acity.  Overall,  n.se  levels  would  fall 

associated  with  roadside  parking  in  directing  visitors  to  those  areas  most  within  the  middle  of  the  range  of 

Tnolinnne  Meadows  and  lacilities  able  to  withstand  u.se.  alternatives  considered,  and 

located  in  sensitive  riverine  locations.  Alternative  3.  Alternative  3  responds  management  of  visitor  u.se  woidd  he 

(Jonnnon  to  Action  Alternatives.  In  to  those  memhers  of  the  public  who  intensive,  including  pos.sihle  closures  to 

response  to  public  comments  and  in  desired  a  Tuolumne  exjierience  largely  facilitate  ecological  recovery, 

keejiing  with  findings  related  to  the  same  as  today,  while  facilitating  the  Since  some  portions  of  the  DEIS 

baseline  conditions,  all  action  changes  needed  to  protect  and  enhance  planning  area  have  historic  structures  or 

alternatives  call  for  an  ecological  river  values.  Alternative  3  would  are  located  in  designated  wilderne.ss. 

re.storation  jirogram,  elimination  of  emjihasize  the  historic  character  of  appendices  are  included  which  addre.ss 

roadside  jjarking  in  Tnolnmne  Meadows  Tuolumne,  while  juoviding  (1)  role  of  1905)  and  2008  jirogranuuatic 

with  slight  expansion  of  existing  opportunities  for  visitors  to  connect  agreements  between  Yosemite  NP  and 

parking  areas,  elimination  of  social  with  the  river  through  its  historic  the  State  Historic  Pre.servation  Office  in 

trails  in  meadows  and  riparian  areas,  landscape  character  and  traditional,  protecting  and  managing  historic 

removal  of  conce.ssioner  housing  from  unconfined  exjieriences.  Wilderness-  structures,  and  (2)  the  extent  to  which 

sensitive  areas,  relocation  of  the  oriented  recreational  opjiortnnities  commercial  services  are  necessary  in 

Cathedral  Lakes  trailhead  to  the  current  would  he  encouraged  and  river-related  wilderne.ss. 

visitor  center  location,  retention  of  the  sv.stems  would  hi;  sustained  hv  natural  Public  Involvement.  On  jnly  10.  2()()(), 

Tuolumne  Meadows  campground,  and  ecological  proces.ses.  Mo.st  facilities  at  the  Notice  of  Intent  to  jirepare  an  EIS 

either  no  expansion  or  a  reduction  of  Tuolumne  Meadows  would  remain  in  was  jiuhlislKul  in  the  Federal  Register, 

overnight  lodging.  their  disjier.sed  locations,  however  some  formally  initiating  a  (iO-day  public 

Alternative  1.  Alternative  1  responds  may  he  relocated  to  protect  sensitive  scoping  period.  At  that  time  a  letter 

to  those  members  of  the  public  who  areas.  Glen  Aulin  High  Sierra  (^aiuj)  from  the  Superintendent  was  .sent  to 

advocated  emphasis  on  primitive  and  would  remain  at  a  slightly  reduced  over  (i, ()()()  interested  memhers  of  the 

self-reliant  experiences  in  the  river  capacity.  Overall,  u.se  levels  would  fall  public  on  the  jiark’s  Planning  Mailing 

corridor  while  providing  a  wilderne.ss  within  the  middle  of  the  range  of  list,  soliciting  ideas,  i.ssues,  and 

staging  area  and  a  focal  point  for  High  alternatives  considered.  concerns  relating  to  the  scope  of  this 

Sierra  intorju'etation  and  education  at  Alternative  4.  Alternative  4  resjionds  planning  effort.  Press  releases  were  sent 

Tuolumne  Meadows.  Snhaljiine  to  those  memhers  of  the  public  who  to  local  and  regional  newspapers 
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announcing  details  of  the  fU)-day  public 
.scoj)ing  period,  including  inldrination 
about  public  meetings.  In  )nly  and 
August  2000.  a  .series  of’ thirteen  public 
scoping  meetings  were  held;  in 
addition,  an  on-site  visit  was  bo.sted  in 
'rnolimme  Meadows  on  August  20, 

2000.  In  addition  to  local  and  regional 
pre.ss  imulia,  public  meetings  were 
publicized  on  the  park’s  Web  site, 
tbrongb  emailed  notices  on  the  jiark’s 
ebMdronic  newsletter,  and  on  various 
state-wide  online  bulletin  boards.  The 
sco|)ing  p(!riod  was  extendcul  for  an 
additional  two  weeks  in  deference  to 
public  recpiests. 

tlverall  there  were  457  public 
responses  (including  letters,  faxes, 
emails,  comment  forms,  and  public 
meeting  flij)-cbart  notes),  and  over  4.000 
individual  comments.  From  2000-2010 
over  127  j)nblic  meetings,  presentations, 
workshops,  field  visits,  and  open  houses 
w(!re  conducted  in  snp])ort  of 
preparation  of  the  Tnolnmne  River  Plan. 
These  included  all-tribes  meetings, 
public  work  sessions  to  j)arallel 
planning  team  work  .sessions  (known  as 
“Planner-for-a-Day”  workshops), 
socioeconomic  worksboi)s  held  in 
gateway  communiti(;s.  open  lionses  and 
other  j)ublic  forums,  meetings  with  ])ark 
.staff,  and  pnisimtations  to  other  land 
management  agencies  and  stakeholder 
grou|)s.  The  park's  Wc;!)  site  S(;rved  as  a 
ccmtral  rcipository  for  not  only 
information  about  the  plan's  .status,  but 
various  |)roduct.s  for  |)ul)lic  comment — 
including  two  s(;j)arato  workbooks 
devotcul  to  ndease  of  preliminary 
conce])ts  and  early  alternatives. 

How  to  (dominant:  All  comments  mu.st 
be  transmitt(!d  or  postmarketl  not  lat(;r 
than  (it)  days  from  the  date  the  U.  S. 
Fnvironmental  Protection  Agency 
publishes  their  notice  of  filing  of  the 
IIFIS  in  the  Federal  Register. 
Innmuliately  upon  confirmation  of  this 
date  it  will  be  announctul  via  local  and 
regional  news  media,  through  dinjct 
mailings,  and  j)o.sted  on  the  project  Wcib 
sites.  Written  comments  should  be 
mailed  to;  Superintendent.  Yosemite 
National  Park.  Attn:  Tuolumne  River 
Plan  DELS,  P.O.  Box  577,  Yosemite, 
(California  95380.  If  ])referred,  comments 
akso  may  be  transmitted  electronically 
tbrongb  the  http:// 
p(irkplannin<’.nps.gov/vos(;_trp  Web 
site. 

Before  including  yonr  address,  ])bone 
number,  email  addr(!ss,  or  other 
jMirsonal  identifying  information  in  your 
comment,  yon  should  be  awan;  that 
your  entire  comment — including  your 
|)(!rsonal  identifying  information — mav 
Im;  made  ])nblicly  available  at  any  time. 
While  yon  can  ask  ns  in  your  comment 
to  withhold  yonr  j)ersonal  identifying 


information  from  public  review,  we 
cannot  gnarantei;  that  we  will  b(!  able  to 
do  so. 

During  the  public  review  ])eriod 
public  meetings  will  be  bo.sted  in 
Yosemite  gateway  communities,  as  well 
as  in  Yosmnite  Valley  and  rnolumne 
Meadows;  W(;l)-ba,sed  nujetings  will  also 
take  plac(!.  Public  site  visits  may  be 
offenul  during  the  public  r(;view  ])eriod, 
de])ending  upon  weather  conditions.  All 
meeting  and  sit(!  visit  locations  and 
dates  will  be  announced  similarlv  as 
noted  above  for  the  comment  due  date, 
and  will  be  included  in  the  Yosemite 
electronic  newsletter  and  posted  on  the 
Yosemite  National  Park  W(;b  site 
http://www.nps.gov/yoso/p(irkingiiit/ 
trp.htm. 

Limited  ])rinted  and  CCD  coj)ies  of  the 
TRPCMP/DFLS  will  be  available,  and 
may  be  reqnest(!d  by  email 
(voso  i)l(innin(>@nps.^ov)  or  telephone 
at  (209  )  375)-lll().  The  document  will 
be  sent  directlv  to  congre.ssional 
didegations,  stat(!  and  local  electcul 
officials,  fed(!ral  and  state  agencies, 
tribes,  organizations,  local  busine.sses, 
public  libraries,  and  the  news  media. 
I’rinted  copies  can  be  vi(!wed  at  local 
and  regional  libraries  (i.(!.,  FI  Portal. 
Maripo.sa,  Oakbnrst,  .Sonora,  .San 
Francisco,  and  Los  Angeles).  Fbictronic 
versions  will  be  available  oidim;  at 
http://p(irkpl(inning.ni)s.<>ov/voso_trp, 
or  may  be  accesscul  tbrongb  tin; 

Yo.semite  National  Park  Web  site 

littj)://www.nps.gov/voso/porkni<>int/ 

trp.htm. 

Decision  Process:  AW  comments 
received  on  the  TRPCIMP/DFLS  will  be 
duly  considered  in  prejjaring  the  Final 
ELS.  The  Final  ELS  is  expiicted  to  be 
available  in  early  2013;  availability  of 
the  document  will  be  announced  in  a 
manner  similar  to  that  uscul  for  the 
DELS,  including  ])ublication  of  a  m)tice 
of  availability  in  the  Federal  Register.  A 
Record  of  Decision  would  be;  j)rei)ared 
not  .sooner  than  30  days  after  relea.se  of 
the  Final  ELS.  B(!can.se  this  is  a 
delegated  ELS,  the  official  responsible 
for  ap])roving  the  final  plan  is  the 
Regional  Director,  Pacific  We.st  Region. 
National  Park  .Service;  sub.scupiently  tin; 
official  responsible  for  implementation 
of  the  a|)])roved  Tnolnmm!  Wild  and 
.Scenic  River  (;om])rebensive 
Management  Plan  will  be  the 
.Superintendent,  Yo.semite  National 
Park. 

Dal*!(l:  November  2(>.  2012. 

(a;orgi; ).  Turnbull, 

Acting  Uegionat  Director,  Pacific  llV;.s7  Itegion. 
IKK  Odc.  20i:Mn4(i4  Filed  l-24-i;i:  K:4.'j  iim| 
BILLING  CODE  4312-FY-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

[NPS-PWR-PWRO-1 1 522; 
PX.P0131800B.00.1] 

Draft  Environmental  Impact  Statement 
for  Merced  Wild  and  Scenic  River 
Comprehensive  Management  Plan, 
Yosemite  National  Park,  Madera  and 
Mariposa  Counties,  CA 

agency:  National  Park  Service,  Interior. 
ACTION:  Notice  of  availability. 

SUMMARY:  Pursuant  to  the  National 
Environmental  Poliev  Act  of  1999 
(NEPA),  42  IJ.S.C.  4332(2)(C),  and  the 
(louncil  on  Environmental  Qualitv 
Regulations  (40  CFR  part  1500-1.508), 
the  National  Park  Service  (NPS)  has 
j)rej)ared  a  Draft  Environmental  Impact 
.Statement  (DELS)  for  the  jjroposed 
Merceil  Wild  and  .Scenic  River 
Comi)reben.sive  Man.igement  Plan 
(Merced  River  Plan).  The  Merced  River 
Plan  will  fulfill  the  requirements  of  the 
Wild  and  .Scenic  Rivers  Act,  10  U..S.C. 
1271-1287,  and  will  provide  long-term 
protection  of  river  values  and  a  user 
capacity  management  ])rogram  for  81 
miles  of  the  Merced  River  that  flow 
tbrongb  Yosemite  National  Park  and  tin; 
El  Portal  Admini.strative  .Site. 

Consistent  with  the  Wild  and  .Scenic 
Rivers  Act  (W.SRA),  the  purj)o,s(!S  of  the 
Merced  River  Plan/DELS  are  to  protect 
the  Merced  River’s  free-flowing 
conditions,  and  to:  (1)  Review,  and  if 
nece.ssarv  r(!vi,s(!.  the  river  corridor 
boundaries  and  segment  classifications, 
and  provide!  a  process  for  protection  of 
tb(!  river’s  free-flowing  condition  in 
k(!e|)ing  with  the  WSRA;  (2)  Refine 
descriptions  of  the  river’s  outstandingly 
remarkable  values  ((IRVs),  which  are 
the  uni(|ue,  rare,  or  exemplary  in  a 
regional  or  national  context,  and  the 
river-related/river-dependent 
i;baracteristics  that  make  the  river 
eligible  for  inclusion  in  the  national 
wild  and  .scenic  rivers  system:  (3) 
Identify  management  objectives  for  the 
river,  and  specific  management 
measures  that  will  be  imj)lemented  to 
achieve  ])rotection  and  enhancement  of 
river  values;  (4)  Establish  a  user 
ca])acity  program  that  addresses  the 
kinds  and  amounts  of  jjnblic  u.s(!  that 
the  river  corridor  can  su.stain  while 
])rotecting  and  enhancing  the  river’s 
ORVs;  (5)  (lommit  to  a  jM-ogram  of 
ongoing  studies  and  monitoring  to 
ensure  that  the  ORVs  are  protected  and 
enhanced  over  the  life  of  the  j)lan. 

The  Merced  River  Plan/DELS 
evaluates  the  j)otential  adverse  and 
b(!neficial  environmental  con.sequences 
of  implementing  a  range  of  five  action 
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alternatives,  including  a  no  action 
alternative  in  accordance  with  NEl’A; 
and  for  the  potential  to  cause  adverse; 
effects  to  historic  properties  in 
accordance  with  Section  lOti  of  the 
National  Historic  Preservation  Act.  Both 
the;  agency  pr(;ferred  and 
environmentally  pr(;ferred  alternatives 
are  identified.  Actions  called  for  in  the 
1980  Yosemite  (Jeneral  Management 
Plan  (CMP)  addressing  management 
within  the  Merced  Wild  and  Scenic 
River  corridor  would  he  amended  and 
are  outlined  in  the  Merced  River  Plan/ 
DEIS. 

DATES:  The  NPS  will  he  accepting 
jjiihlic  comments  on  the  Merc;ed  River 
Plan/DEIS  for  90  days.  All  comments 
must  he  transmitted  or  po.stmarked  no 
later  than  90  days  from  the  date  of 
publication  of  the  IJ.S.  Environmental 
I’rotection  Agency’s  notice  of  filing  for 
this  Draft  EIS  in  the  Federal  Regi.ster. 
FOR  FURTHER  INFORMATION  CONTACT; 
Please  contact  Kathleen  Morse.  Planning 
Division.  Yosemite  National  Park,  P.O. 
Box  .577,  Yosemite,  CA  95389: 
telephone  (209)  379-1110. 

Dwelopim^nt  of  Proposal  and 
Altarnativas:  On  A])ril  11, 2007,  the  NP.S 
])uhlished  a  Notice  of  Intent  to  ])re])are 
an  EIS  in  the  Federal  Register.  This 
initial  .scoping  period  included  three 
j)ul)lic  meetings  and  resulted  in  1t)l 
responses.  Public  scoping  was  reopen(;d 
with  a  Federal  Regi.ster  notice  on  jime 
30,  2009.  and  through  multi])le  ])ut)lic 
notices  in  newspapers  throughout 
northern  California  and  the  Yosemite 
region.  The  second  .scojung  period  was 
extended  until  February  4,  2010  and 
resulted  in  570  responses.  Also 
throughout  this  period,  e-newsletters 
were  sent  to  5,700  recipients  and 
jjostcxird.s  to  25,000  Yo.semite  campers. 

The  Merc(;d  River  Plan/DEIS  has  been 
developed  through  consultation  with 
traditionally  as.sotdated  American 
Indian  tribes,  the  State  Historic 
Pre.s(;rvation  Officer,  and  other  federal 
and  state  agenci(;s.  Cateway 
communities,  organizations,  and 
interest(;d  members  of  the  public  have 
|)rovided  more  than  1,400  pieces  of 
corresjxHidence  (including  letters,  faxes, 
emails,  comment  forms,  and  ]mhlic 
meeting  flip-chart  notes).  The  NP.S  has 
conducted  more  than  40  public 
meetings,  presentations,  workshops, 
field  visits,  and  o])(;n  houses  in  support 
of  the  EhS  process.  Two  preliminarv 
alternatives  concept  workbooks  wen; 
prepared  and  distributed  for  jjuhlic 
n;view  and  comment  prior  to 
completion  of  the  Merced  River  Plan/ 
DI'IS. 

Ba.sed  on  a  thorough  examination  of 
the  river’s  baseline  conditions  at  the 


time  of  designation  (l‘)88),  a  multi¬ 
faceted  approach  to  river  management 
and  .stewardship  is  propos(;d.  To 
address  the  W.SRA  mandat;;  to  protect 
and  (;nhance  river  values,  many  of  the 
plan’s  ac.tions  would  he;  common  to  all 
the  action  alternatives,  including:  (1)  All 
W.SRA  managem(;nt  (;lement.s 
(boundaries,  classifications,  §7 
determination  ])roc(;.ss):  (2)  actions  to 
j)rotect  and  enham.e  river  values  (e.g., 
(;cological  re.storation  components):  (3) 
removal  and/or  relocation  of  numerous 
facilities  and  services;  (4)  actions  to 
improve  traffic  circulation  and  r(;duce 
congestion;  (5)  imph;mentation  of  a 
monitoring  program  that  .sets  thresholds 
for  when  management  actions  must  he 
taken  to  protect  river  values;  and  (8) 
numeric  limits  on  use  through  a  user 
capacity  manag(;ment  jirogram. 

In  keeping  with  the  (;xpres.s(;d 
])urpo.se  and  need,  the  DEES  identifies 
and  evaluates  five  action  alternatives  for 
management  of  the  river  corridor,  and  a 
No-Action  alternative.  The  action 
alternatives  varv  |)rimarilv  in  the  degree 
of  re.storation  and  the;  amount  of  visitor 
use  that  could  he;  accommodated  by  the 
comm(;u.surate  h;v(;I  of  facilities  and 
.s(;rvices  neces.sary  to  j)rotect  river 
values  under  (;ach  scenario.  The 
interdi.sciplinary  and  jjuhlic 
involvement  effort  provided  varying 
j)er.sp(;ctive.s  and  (;xperience.s  that  w(;re 
considered  during  the  alternative 
developm(;nt  proc(;s.s. 

Allarnativa  I  (No-Action:  baseline 
conditions)  would  continue  curri;nt 
manag(;ment  and  trends,  including 
ongoing  localized  impacts  a.ssociated 
with  impacts  to  free  flowing  condition 
of  the  river  and  connectivity  of 
meadows,  permanent  facilities  in  the 
Merced  River  flood])lain,  and 
]jede.strian-vehicle  conflicts  at  major 
intersections.  In  2011,  the  peak  daily 
visitation  record;;;!  f;)r  East  Y;).semite 
Valley  was  20,900  peoj)le  ;)ver  a  24-h;)ur 
p;;ri;);l.  l]n;l;;r  the  existing  GMP,  Ea.st 
Sh)s;;mit;;  Valley  visitati;)n  w;)uld  he 
approximately  18,241  j);;;)pl;;. 

Actions  (ioininon  to  Alternatives  2-(i: 
All  five  action  alternativ;;.s  w;)ul;l 
pr;)t;;;;t  ami  enhan;:;;  river  valu;;.s  by 
improving  ;:;m;liti;)ns  that  thr;;at;;n 
s;;n.sitiv;;  m;;a;l;)ws,  ar;:h;;;)l;)gi;;al 
r;;.s;)ur;;;;s,  an;l  .s;:;;ni;:  vistas,  ami  w;)ul;l 
;liff;;r  j)rimarilv  in  the  kimls  ;)f  visit;)!' 
;)l)p;)rtunities  available  at  Y;).s;;mit;; 
Vall;;y  an;l  the  M;;r;:;;;l  Lake  High  .Sierra 
(knnp.  R;;.st;)ration  a;:tion.s  ;:;)mm;)n  t;) 
alt;;rnativ;;.s  2-0  inclu;le  the  r;;m;)val  of 
r;;v;;tm;;nt.s,  ahan;lon;;;l  infra.strm:ture, 
informal  trails,  an;l  ;;n;:r;)a;:hing  ;:;)nif;;r.s 
in  mea;low.s:  rest;)ring  ri])arian  areas 
an;l  m;;a;low  hy;lrol;)gy;  r;;gulating  river 
ac;;;;.s.s;  an;l  cultural  r;;.s;)ur;;;;  ])rote;;tion 
an;l  .s;:;;nic  r;;.source  prot;;cti;)n.  All 


alternatives  wouhl  a;;;:;)mmo;lat;; 
tra;liti;)nal  cultural  pra;;ti;:;;.s  by 
Am;;ri;:an  In;lian  trih;;.s  an;l  grouj).s.  The 
a;:tion  alt;;rnativ;;.s  in;:lu;i;;;l  in  the 
M;;r;:;;;l  Riv;;r  Plan  m;)r;;  ;;I;).s;;ly  align 
;:apa;:ity  with  vi.sitati;)n  t;)  impr;)ve  the 
visit;)!'  ;;xp;;ri;;!u;;;  a!i;l  all;)w  f;)r  !n;)r;; 
;;xte!!.siv;;  r;!.s;)i!r;:;!  j)!';)t;;;;ti;)!i. 

Alternative  2:  Self-Reliant  Visitor 
Experiences  and  Extensive  Eloodplain 
Restoration  wouhl  i!i;;h!;l;;  !naj;)!' 
!'!!St;)ration  withi!i  the  100-year 
n;););l])lai!i.  sig!iifi;:ant  r;;;h!;:ti;)n  in 
faciliti;;.s  an;i  s;;!'vi;:e.s,  a!!;l  .signifi;:antly 
lower  vi.sit;)r  u.se  than  to;iay.  (liven  the 
;:;)!i;liti;)ns  in  this  Alt;;!'native.  visitati;)!! 
to  Ea.st  Y;)s;;!nit;;  Valley  w;)ul;l  he 
approximately  13,900  p;;o])le  j);;!'  day 
;)ve!'  a  24-h;)ur  p;;rio;l. 

Alternative  3:  Dispersed  Visitor 
Experiences  and  Extensive  Riverbank 
Restoration  w;)ul;l  i!ich!;le  .signifi;:ant 
re.st;)ration  withi!i  150  feet  of  the  river, 
!narke;i  r;;;h!;:tio!i  in  visitor  fa;:iliti;!.s 
an;l  .s;;!'vi;:es,  an;l  signifi;;antly  l;)w;!!' 
visit;)!'  use  than  t;);lav.  Given  the 
;:;)n;liti;)n.s  in  this  Alt;;!'native,  East 
Y;).s;!!nit;!  Valley  visitation  w;)ul;l  h;; 
appr;)xi!nately  13,200  p;;opl;!  ]);;r  ;lay 
;)v;!!'  a  24-h;)ur  perio;!. 

Alternative  4:  Resource-based  Visitor 
Experiences  and  Tarp,eted  Riverbank 
Restoration  w;)ul;l  in;:!;!;!;;  tiirg;;!;;;! 
restorati;)!!  withi!i  150  fe;;!  of  the  river, 
re;!!!;:;;;!  ;:!)!n!n;;r;:ial  s;;!'vi;;;;.s  with  a 
sig!iifi;:a!it  in;;r;;a.s;!  ;)v;;!'  ;;urr;;nt 
;:amping  !)pp;)!'tunities.  a!ul  slightly 
l;)we!'  visit;)!'  u.se  than  to;lay.  Give!!  the 
;:;)!i;lition.s  in  this  Alt;!r!iativ;;.  Ea.st 
Y;).s;;!nite  Vall;;y  visitati;)!!  w;)ul;l  he 
appr;)xi!nat;;ly  17.000  p;;;)])le  ]);;!'  ;lay 
;)v;!r  a  24-h;)ur  ]);;ri;);l. 

Alternative  5  (agenev-preferred): 
Enhanced  Visitor  Expfniences  and 
Essenti(d  Riverbank  Restoration  wouhl 
i!iclu;le  essential  r;;.storati;)n  withi!i  100 
feet  of  the  river.  re;luc;;;l  ;:o!nm;!r;:ial 
servi;:es  with  !no;l;;rate  in;:rea.se.s  to 
current  ;:a!nping  ;)pp;)rti!niti;;.s,  an;l 
approximately  the  sa!n;;  level  of  visitor 
i!.s;!  as  t;);lay.  Give!!  the  ;:o!!;iitio!is  in 
this  Alternative,  Ea.st  Yosemite  Vall;;y 
visitation  wouhl  he  appr;)xi!nat;;ly 
19,900  j);;opl;!  per  ;lay  over  a  24-h;)i!r 
|);;!'i;);l.  This  pr;;f;;!'r;;;i  ;:;)U!'.se  of  a;:ti;)!! 
is  als;)  i;l;;!itifi;;;l  as  the 
“;!!!vi!';)!!!n;!!!tally  preferr;;;!”  alternative. 

Alternative  (i:  Diversified  Visitor 
Experiences  and  Selective  Riverbank 
Restoration  w;)uhl  inclu;!;;  li!!iit;!;l 
!';;.st;)!'ati;)!!  within  100  leet  ;)f  the  river, 
;!X])a!!;l;;;l  facilili;;.s  an;!  servi;:e.s  with 
the  largest  i!icr;;ci.se  ;)ve!'  cu!'r;;!!t 
;;a!!i])i!!g  ;)pp;)!'tu!!iti;;.s,  an;!  .s;)me 
growth  in  visit;)r  u.se  over  time,  (hven 
the  ;:o!!;liti;)!!.s  in  this  Alternative,  Ea.st 
Y;)se!!!it;;  Valley  visitation  woi!hl  he 
alh)we;l  to  increase  to  approximately 
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21.800  people  per  day  over  a  24-hoiir 
ptniod. 

How  To  (Miiimont:  At  any  lime  during 
the  00  day  public  review  period, 
comments  mav  be  transmitted 
electronically  tbrongb  the  NFS 
Planning.  Fnvironment  and  Public 
Cominmit  Web  site  at  hUp:// 
IHirkplannint’.nps.f’ov/yoso  nii'i).  or 
tbrongb  the  Yosemite  National  Park 
Web  site  at  yoso  jjl(inning@nps.gov. 
Alternately,  written  comments  may  be 
mailed  to  Snj)erintendent,  Yosemite 
National  Park.  Attn;  Merc(ul  River  Plan 
DFIS.  P.O.  Box  .577.  Yosemite, 

(ialifornia  95389.  or  may  b(!  band- 
delivered  at  one  of  the  scheduled  public; 
meetings. 

Before  including  your  address,  phone 
number,  email  address,  or  other 
j)ersonal  identifying  information  in  yonr 
comment,  you  should  be  aware  that 
your  entire  comment — in(;luding  your 
personal  identifving  information — may 
Im!  made  j)ul)licly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  yonr  personal  identifying 
information  from  public;  review,  we 
cannot  guarantee  that  we  will  be  able  to 
do  .so. 

Public  meiUings  and  site  visits  will  be 
hosted  in  Yosemite  Valley  and  in 
several  galewav  (;ommnnitie.s.  and  .San 
Francisco.  Any  individual  or 
organization  who  wants  to  expre.ss  an 
opinion  about  the  effe(;ts  of  the  |)lan  on 
natural  or  cultural  n;.sources  and/or  the 
visitor  (;xperien(;(;  is  encouraged  to 
attend.  All  in-jiark  meetings  will  hi; 
available  tbrongb  llu;  j)ark’s  Web  site  at 
https://yos(‘.woho\.com.  All  mcieting 
lo(;ations  and  dates  will  be  announced 
via  the  Yo.semite  electronic  newsbdter, 
pre.ss  releases,  and  posted  on  the  park’s 
VVel)  site  http://www.nps.gov/yoso/ 
porkmgmt/mrp.htm. 

Printed  or  (]D  format  documents  may 
be  recpiested  through  email 
(\'o.se j)lannin<^nps.gov),  or  by 
telej)boneat  (209)  379-1110.  lii 
addition,  the  DFIS  will  be  available  at 
public  libraries  in  local  communities. 
Flec.tronic;  versions  will  be  available 
onl ine  at  http://parkpIanning.n})s.gov/ 
yoso  inrp,  which  can  be;  a(;c{!s.sed 
dire(;lly  through  the  Yosemite  National 
Park  Web  site  (noted  above). 

Docision  Process:  All  comments 
submitted  on  the  Mer(;(!d  River  Plan/ 
1)1'3S  will  be  duly  considered  in 
prej)aring  the  Final  Fnvironmental 
impact  Statement  (Final  EIS).  The  Final 
IdS/Merced  River  Plan  is  exj)ected  to  be 
available  in  Spring  of  2013;  availability 
will  be  announced  similarly  as  the 
DEIS,  including  notice  in  the  Federal 
Register.  A  Re{;ord  of  Decision  will  be 
j)rej)ar(!d  not  sooner  than  30  days  aftcir 
release  of  the  FEES.  As  a  delegatcul  EKS 


pnK;es.s.  the  official  responsible  for  final 
approval  is  the  Regional  Director. 
Pacific  West  Region,  National  Park 
Service;  subsecinently,  the  offi(;ial 
responsible  for  imi)lemenlation  of  the 
approved  Merciul  River  Plan  is  the 
.Su])erintend(!nt,  Yosemite  National 
Park. 

lDiil(!d:  N()V(!inl)(!r  19.  2012. 

(3irislini!  S.  I.ohnia  l/., 

li(‘}>ion(il  Ditvclor,  Pacific  11'(;.s7  licii,ioi\. 

|l  KOoc.  2()i;{-{)14(il  I'iliid  1-24-i;»:  «:4.'>  :mi| 
BILLING  CODE  4312-FF-P 


DEPARTMENT  OF  THE  INTERIOR 

National  Park  Service 

[NPS-IMR-LAI\/IR-10224;  2310-0091-422] 

Off-Road  Vehicle  Management  Plan, 
Draft  Environmental  Impact  Statement, 
Lake  Meredith  National  Recreation 
Area,  Texas 

agency:  National  Park  Service.  Interior. 
ACTION:  Notice  of  Availability. 

SUMMARY:  Pursuant  to  1()2(2)(C)  the 
National  Environmental  Poli(;v  A(;t  of 
1989,  42  IJ.S.C.  4332(2)(C),  the  National 
Park  Service  (NP.S)  is  ndeasing  a  Draft 
Environmental  Impact  Statement  (DELS) 
for  the  Off-Road  Vehicle  Management 
Plan  (Plan),  Lake  Meredith  National 
Re(;reation  Ania  (EAMR),  'Fexas.  'flu! 
Plan/DEl.S  evaluates  the  imjiacts  of  four 
alternatives  that  addre.ss  off-road  vehicle 
(ORV)  management  in  the  national 
recreation  area.  It  also  as.sesses  the 
impacts  that  conld  result  from 
continuing  the  current  management 
framework  in  the  no  action  alternative. 
The  selected  alternative  will  guide  ORV 
management  at  EAMR  for  the  next  15 
years. 

DATES:  The  NPS  will  accept  comments 
on  the  DEIS  from  the  public  for  80  days 
following  publi(;ation  by  the  IJ.S. 
Environmental  Protection  Agency  (EPA) 
of  the  Notice  of  the  Availability  of  the 
DEIS.  After  the  EPA  Notice  of 
Availability  is  jinblisbed,  NPS  will 
schedule  jniblic  meetings  during  the 
(;omment  piiriod.  Dates,  time,  and 
lo(;ation.s  of  these  meetings  will  bi; 
announced  in  jire.ss  ndeases,  a 
newsletter,  and  on  the  NPS  Planning, 
Envirtinment,  and  Public  f^omment 
(PEPC)  Web  site  for  the  jiroject  at 
http:/ /www.porkpUinning.nps. gov/ 
LAMP. 

ADDRESSES:  Information  will  be 
available  for  public  review  and 
comment  online  at:  httj):// 
porkplonning.nps.gov/LAMU.  Cojiies  of 
the  Plan/DEIS  will  be  available  in  the 
office  of  the  Superintendent,  Lake 


Meredith  National  Recreation  Area, 
Alibates  I'dint  Quarries  National 
Monument,  419  E.  Broadway.  Fritcb, 
Texas  79038-1480,  or  bv  phone  at  (80()) 
857-3151. 

FOR  FURTHER  INFORMATION  CONTACT: 
Candy  ()tt-)ones.  Superintendent.  Lake 
Meredith  National  Recreation  Area, 
Alibates  Flint  Quarries  National 
Monument,  P.O.  Box  1480.  Fritcb.  'fexas 
79038-1480,  or  by  phone  at  (808)  857- 
3151 ,  or  by  email  at  Cindy _C)tt- 
foncs@nps.gov. 

SUPPLEMENTARY  INFORMATION:  fbe 
purpose  of  this  Plan/DEIS  is  to  manage 
ORV  use  in  the  national  recreation  area 
for  visitor  enjoyment  and  recreation 
ojiportunities,  while  minimizing  and 
correcting  damage  to  resources.  By 
special  regulation  ('fitle  38,  Section  7.57 
of  the  (Y)de  of  Federal  Riigulations),  the 
national  recreation  area  allows  the  n.se 
of  ORVs  in  two  areas:  Blue  Oeek  and 
Rosita  Flats.  Action  is  needed  at  this 
time  to  comply  with  Executive  Order 
11844,  provide  for  sustainable  ORV  n.se 
areas,  addre.ss  the  lack  of  an  apjiroved 
plan,  address  resource  impacts  resulting 
from  OR\'  n.se.  and  address  the  change 
in  numbers,  power,  range,  and 
cajiabilities  of  ORVs  currentlv  using  the 
ORV  areas. 

The  Plan/DEIS  evaluates  four 
alternatives:  A  No  Action  Alternative 
(A)  and  three  Action  Alternatives  (B,  0, 
and  D  (preferred)).  These  are 
summarized  briefly  here.  Other 
alternatives  were  exiilored  but 
dismissed;  these  are  discus.sed  in  some 
detail  in  the  draft  Plan/DEIS. 

•  Alternative  A:  No  Action — 'I’be 
national  recreation  area  would  continue 
to  operate  under  the  2007  Intiirim  ORV 
Management  Plan  where  ORVs  are 
allowed  below  the  3.000  fool  elevation 
line  in  Rosita  Flats  and  from  cutbank  to 
cutbank  at  Blue  Creek.  Limited  facilities 
are  supplied.  No  additional 
management  tools  such  as  zoning, 
])ermits.  or  use  limits  would  be 
im])lemented. 

•  Alternative  B:  Under  this 
alternative,  ORV  n.se  would  be  managiul 
through  a  zone  system.  Uses  would  be 
se])arated  into  the  following  zones: 
Crimping,  bunting,  re.source  protection, 
low  sjjeiul,  and  beginner.  At  Rosita 
Flats,  two  areas  would  be  established  as 
ORV  areas  and  a  number  of  routes 
would  be  (bisignated.  At  Blue  Oeek, 
ORVs  would  only  be  allowed  on  sandy 
bottom  ar(!as  designated  rout(;s,  with 
ORV  ns(;  jirobibited  on  vegetated  areas. 
ORV  users  would  be  recpiired  to  obtain 
a  free  pininit  for  educational  purpo.ses. 

•  Alternative  C:  This  alternative 
manages  ORV  use  through  a  fee  jiermit 
system  and  user  limits.  Permits  would 
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include  a  fe(!  and  initially,  there  would 
h(!  no  limit  on  the  mnnher  of  perinit.s. 
However,  additional  .studies  would  he 
nuiuired  to  determine  the  a])proj)riate 
use  limit,  and  limits  could  he  set  in  the 
hitnre.  ORV  routes  and  areas  would  he 
designated,  including  one  ORV  area  ami 
designated  routes  at  Rosita  h’lats  and  the 
sandy  hottom  area  ol  Bine  Oeek. 

•  Alternative  D;  The  prcderred 
alternative  manages  ORV  use  through  a 
zone  sy.stem.  Uses  would  he  se])arated 
into  the  following  zones:  Oamping, 
hunting,  resource  protection,  low  sjjeed. 
and  beginner.  At  Rosita  Flats,  two  areas 
would  he  estahlished  as  ORV  areas  and 
a  mnnher  of  routes  would  he  designated. 
At  Blue  Creek,  ORVs  would  only  he 
allowed  on  sandy  bottom  areas 
designated  routes,  with  ORV  use 
prohibited  on  vegetated  areas.  ORV 
p(!rmits  would  he  recpdred  and  a  fee 
would  ap])ly.  Permit  fees  would  he  u.sed 
to  recover  costs  associated  with  ORV 
management.  New  and  current 
(idncation  and  outreach  efforts  would 
akso  continue  under  alternative  D. 

If  you  wish  to  comment,  yon  mav 
submit  your  comments  by  any  one  of 
.several  methods.  You  mav  mail 
comments  to  Office  of  the 
Superintendent,  Lake  Meredith  National 
Recreation  Area.  Alihates  Flint  Quarricis 
National  Monument,  P.O.  Box  1480, 
lu  itch,  Texas  79038-1 4()().  You  may  also 
submit  vour  comments  online  on  the 
PEPC  \\h:h  site  at  http:// 
p(irkpl(inniiig.nps.gov/LAMR.  Finally, 
yon  may  hand-deliver  comments  to 
Lake  Meredith  National  Rec:reation  Area 
and  Alihates  Flint  Quarries  National 
Monument.  419  E.  Broadway.  Fritch, 
Texas  79038.  Oral  statements  and 
written  comments  will  also  he  acce|)ted 
during  the  public  meetings.  Comments 
will  m)t  he  accejjted  by  fax,  email,  or  in 
any  other  way  than  those  spec:ified 
above.  Bulk  comments  in  any  format 
(hard  copy  or  electronic)  that  do  not 
include  a  signature  and  are  submitted 
on  behalf  of  others  will  not  he  accej)ted. 
Before  including  your  address,  phone 
nundjer,  email  address,  or  other 
jjer.sonal  identifying  information  in  your 
comment,  von  should  he  aware  that 
vour  entire  comment  (including  vour 
|)er.sonal  identifving  information)  mav 
he  made  publicly  available  at  any  time. 
While  you  can  ask  us  in  your  comment 
to  withhold  your  personal  identifying 
iid'ormation  from  public  review,  we 
cannot  guarantee  that  we  will  he  able  to 
do  so.  We  will  make  all  snhmissions 
from  organizations  or  husine.sses,  from 
individuals  identifying  them.selves  as 
representatives  or  officials,  of 
organizations  or  businesses,  available 
for  public  inspection  in  their  entirety. 


Dat(Ml:  Deccanher  14,  2012. 

|(ihn  VVo.sskIs, 

Itcgioiuil  Diwctnr,  Inicnnaiintdin  Itdgion, 
NdtionnI  Pdi  k  Sarvicc. 

|FK  Doi:.  2()i:{-l)14:i4  Fihid  l-24-i:t:  «:4.'‘)  iiin| 
BILLING  CODE  4310-CB-P 


INTERNATIONAL  TRADE 
COMMISSION 

Notice  of  Receipt  of  Complaint; 
Solicitation  of  Comments  Relating  to 
the  Public  Interest 

agency:  IJ.S.  International  Trade 

Commission. 

action:  Notice. 


SUMMARY:  Notice  is  hereby  given  that 
the  U.S.  International  Trade 
Comndssion  has  received  a  complaint 
entithid  Cartain  Snaling  Bings  for  Utilitv 
Motors  and  (ioinpononts  Thoroof,  DN 
2933;  the  (iommi.ssion  is  .soliciting 
comments  on  any  jiuhlic  interest  issues 
raised  by  the  comjilaint  or 
com])lainant’s  filing  under  sciction 
210.8(1))  of  the  Commission’s  Rules  of 
Practice  and  Procedure  (19  CI-R 
210.8(h)). 

FOR  FURTHER  INFORMATION  CONTACT:  Lisa 
R.  Barton,  Acting  Secretary  to  the 
Commission,  U.S.  International  Trade 
Commission,  .500  E  Street.  SW.. 
Washington,  DC  20438,  tele])hone  (202) 

20.5— 2000.  The  public  version  of  the 
complaint  can  he  acce.ssed  on  the 
Commission’s  electronic  docket  (EDIS) 
at  http://odis.usito.go\\  and  will  he 
available  for  in.sj)ection  during  official 
business  hours  (8:45  a.m.  to  5:15  p.m.) 
in  the  Office  of  the  Secretary,  U.S. 
International  Trade  Ciommission,  500  E 
Street  SW.,  Washington,  D(i  20438, 
telephone  (202)  20.5-2000. 

Ceneral  information  concerning  the 
Commission  may  also  he  obtained  by 
accessing  its  Internet  server  [http:// 
W’W’W. iisitc.gov).  The  pnhlic  record  for 
this  inve.stigation  may  he  viewed  on  the 
Commission’s  electronic  docket  (EDLS) 
at  http:/ /odis.usitc .gov .  Hearing- 
impaired  j)er.son.s  are  advised  that 
information  on  this  matter  can  he 
obtained  by  contacting  the 
Commission’s  TDD  terndnal  on  (202) 

20.5- 1810. 

SUPPLEMENTARY  INFORMATION:  The 
Commission  has  received  a  complaint 
and  a  submission  i)ur.suant  to  .section 
210.8(h)  of  the  Commission’s  Rides  of 
Practice  and  Procedure  filed  on  behalf 
of  E.J.  Brooks  Company  On  )anuary  18, 
2013.  The  coinjilaint  alleges  violations 
of  section  337  of  the  Tariff  Act  of  1930 
(19  U..S.C.  1337)  in  the  importation  into 
the  Uinted  States,  the  sale  for 


importation,  and  the  sale  within  the 
United  .States  after  importation  of 
certain  sealing  rings  for  utility  meters 
and  components  thereof.  The  complaint 
names  as  respondents  Mao  Dab 
Enterprise  Co..  Ltd.  of  Taiwan. 

Projiosed  resjiondents.  other 
interested  parties,  and  members  of  the 
puhlit;  are  invited  to  file  comments,  not 
to  exceed  five  (5)  jiages  in  length, 
inclusive  of  attachments,  on  anv  public 
interest  issues  raised  by  the  complaint 
or  section  210.8(1))  filing.  Comments 
should  address  whether  issuance  of  the 
relief  specifically  requested  by  the 
complainant  in  this  inve.stigation  would 
affect  the  public  health  and  welfare  in 
the  United  .States,  competitive 
conditions  in  the  United  States 
economy,  the  j)roduction  of  like  or 
directly  com])etitive  articles  in  the 
United  .States,  or  United  .States 
consumers. 

In  particular,  the  Commission  is 
intere.sted  in  comments  that: 

(i)  Explain  how  the  articles 
potentially  subject  to  the  requested 
remedial  orders  are  u.sed  in  the  United 
.States; 

(ii)  Identify  any  j)nhlic  health,  safety, 
or  welfare  concerns  in  the  United  .States 
relating  to  the  I'eipiested  remedial 
orders; 

(iii)  Identify  like  or  directly 
competitive  articles  that  complainant, 
its  licen.sees.  or  third  parties  make  in  the 
United  .States  which  conld  replace  the 
.sul)jet:t  articles  if  they  were  to  he 
excluded; 

(iv)  Indicate  whether  complainant, 
com])lainant’.s  licensees,  and/or  third 
party  suj)pliers  have  the  ca])acitv  to 
replace  the  volume  of  articles 
potentially  subject  to  the  reque.sted 
exclusion  order  and/or  a  cease  and 
desist  order  within  a  commercially 
reasonable  time;  and 

(v)  Explain  how  the  reque.sted 
remedial  orders  would  impact  United 
.States  consumers. 

Written  .suhmi.s.sion.s  must  he  filed  no 
later  than  bv  close  of  business,  eight 
calendar  days  after  the  date  of 
publication  of  this  notice  in  the  Federal 
Register.  'I’here  will  he  further 
oj)portunitie.s  for  comment  on  the 
pul)lic  interest  after  the  i.ssuance  of  any 
final  initial  determination  in  this 
investigation. 

Persons  filing  written  .snhmissions 
mu.st  file  the  original  document 
electronically  on  or  before  the  deadlines 
.stated  above  and  submit  8  true  paper 
copies  to  the  Office  of  the  .Secretary  by 
noon  the  next  day  pursuant  to  section 
210. 4(f)  of  the  Uommission’s  Rules  of 
Practice  and  Procedure  (19  CFR 
210.4(d).  .Submissions  should  refer  to 
the  (locket  number  (“Docket  No.  2933”) 
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in  a  j)roniinent  ])la(:e  on  the  cover  page 
and/or  the  first  page.  (.See  Handhook  for 
Klectronic  Filing  Proctuliires.  htt}):// 
n'n'n'.n.s//r;.go\'/.seeie/on’/ 
f(‘djr;i>_n()tic(is/ruhs/ 
han(ih(>ok_()n_(d(!(:lroni(:Jilin<’.pclD. 
Persons  with  questions  regarding  filing 
shonld  contact  the  Secnitarv  (202-205- 
2000). 

Any  person  desiring  to  snhinit  a 
docninent  to  the  (knnmission  in 
confidence  must  recpiest  confidential 
treatment.  All  such  recpiests  should  he 
directed  to  the  Secretary  to  the 
{lomini.ssion  and  must  include  a  full 
statement  of  the  reasons  why  the 
(k)mmi.ssion  should  grant  such 
treatment.  .See  19  C'FR  201.0.  Documents 
for  which  confidential  treatment  hy  the 
(k)mmission  is  properly  sought  will  he 
tr(iated  accordingly.  All  nonconfidential 
written  suhmissions  will  he  available  for 
public  inspection  at  the  Office  of  the 
.Secretary  and  on  EDhS. 

'I’lns  action  is  taken  under  the 
authority  of  .section  3.37  of  the  Tariff  Act 
of  1930.’as  amended  (19  U.S.C.  1337), 
and  of  sections  201.10  and  210.8(c)  of 
the  (k)mmission’s  Rules  of  Practice  and 
Proc(!dure  (19  CFR  201.10.  210.8(c)). 

I5y  ()i(l(!r  of  llu!  Commission. 

Issued:  lanuarv  18.  2013. 

I.isa  K.  Bart«>n, 

Acliiifi  Srcn'Iaiv  lo  the  (Aunniission. 

IKK  Dim:.  2(n3-(n4H()  Filed  1-24-1:1:  «:4,'')  iim| 
BILLING  CODE  7020-02-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Inv.  No.  337-TA-863] 

Certain  Paper  Shredders,  Certain 
Processes  for  Manufacturing  or 
Relating  to  Same  and  Certain  Products 
Containing  Same  and  Certain  Parts 
Thereof 

AGENCY:  l)..S.  International  Trade 

Commission. 

action:  Notice. 

SUMMARY:  Notice  is  herehv  given  that  a 
complaint  was  filed  with  the  IJ..S. 
International  Trade  Commission  on 
December  20,  2012,  under  .section  337  of 
the  Tariff  Act  of  1930,  as  amended,  19 
IJ..S.C.  1337,  on  behalf  of  Fellowes,  Inc:, 
of  Itasca.  Illinois  and  Fellowes  Office 
Products  (.Suzhou)  Co.  Ltd.  of  (diina. 
Ditters  su])])lementing  the  complaint 
were  filed  on  januarv  8  and  10.  2013. 
The  complaint  alleges  violations  of 
.section  337  based  ujion  the  imiiortation 
into  the  United  States,  the  sale  for 
imjiortation.  and  the  sale  within  the 
United  .States  after  importation  of 
certain  jiaper  .shredders,  certain 


proces.ses  for  manufacturing  or  relating 
to  same  and  certain  products  containing 
same  and  certain  parts  thereof  by  reason 
of  infringement  of  U..S.  Patent  No. 
D583,85‘)  (“the  ‘859  patent”)  and  U.S. 
Patent  No.  11598,048  (“the  ‘048  patent”) 
and  that  an  industry  in  the;  United 
.Slatcis  exists  as  reejuired  by  subsection 
(a)(2)  of  section  337.  The  complaint  also 
alhiges  violations  of  section  337  based 
u])on  the  im|)ortation  into  the  United 
.States,  the  sale  for  imjjortation,  and  the 
sale  within  the  United  .States  after 
im])ortation  of  centain  pajjer  shredders, 
c:ertain  proces.ses  for  manufacturing  or 
relating  to  same  and  c:cntain  ])roduc.ts 
containing  .same  and  certain  parts 
therciof  by  reason  of  misappropriation  of 
trade  scicrets,  the  thrcxit  or  effect  of 
which  is  to  destroy  or  substantially 
injure  an  industry  in  the  United  .Slates. 

The  com])lainant.s  recpiest  that  the 
(Commission  institute  an  investigation 
and,  after  the  invcistigation,  issue  an 
exclusion  order  and  cease  and  desist 
orders. 

ADDRESSES:  'I’he  com|)laint,  except  for 
any  confidential  information  contained 
therein,  is  available  for  inspection 
during  official  business  hours  (8:45  a.m. 
to  5:15  p.m.)  in  the  Office  of  the 
Secretary.  U.S.  International  Trade 
Commission,  500  F  .Street  .SVV.,  Room 
112,  Washington,  DCC  2043(),  tele])hone 
(202)  20.5-2000.  Hearing  impaired 
individuals  are  advised  that  information 
on  this  matter  can  he  obtained  hv 
contacting  the  Commission's  TDD 
terminal  on  (202)  20.5-1810.  Pmsons 
with  mobility  impairments  who  will 
need  s])ecial  assistance  in  gaining  acce.ss 
to  the  Commission  should  contact  the 
Office  of  the  Secretary  at  (202)  20,5- 
2000.  (General  information  concerning 
the  (Commission  may  akso  he  obtained 
hy  accessing  its  Internet  server  at  http:// 
w’w’w.iisitc.gov.  The  |)uhlic  record  for 
this  inve.stigation  may  he  viewed  on  the 
(Commission’s  electronic  docket  (EDl.S) 
at  http://(;dis. usitc.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  I'lie 
Office  of  Unfair  Import  Inve.stigations, 
U..S.  International  Trade  (Commission, 
telephone  (202)  20.5-2500. 

Authority:  Tlu!  autliority  lor  instilution  of 
this  iiivostigalion  is  conlniiuxl  in  section  337 
of  the  Tariff  Act  of  1<.)3(),  as  amendcHl,  and 
in  section  210.11)  of  the  (Coininission's  Rules 
of  Practice  and  Procedure!,  10  (CFR  210.10 
(2012). 

Scope  of  Investigation:  1  laving 
cr)nsid(!red  the  com|)laint,  the  U..S. 
International  Trade  (Commission,  on 
)anuary  18,  2013,  ordered  that — 

(1)  Pursuant  to  subsection  (h)  of 
.section  337  of  the  Tariff  Act  of  1930,  as 
amended,  an  investigation  he  institutiid 
to  determine: 


(a)  Whiither  there  is  a  violation  of 
sulisection  (a)(1)(B)  ofs(!ction  337  in  the 
im])ortation  into  the  United  .States,  the 
.sale  for  imiiortalion,  or  the  sale  within 
the  United  .States  after  imjiortation  of 
cei'tain  papiir  shredders,  certain 
jirocesses  for  manufacturing  or  riilating 
to  same  and  certain  j)roducts  containing 
.same  and  certain  ])arts  thereof  hy  reason 
of  infringement  of  the  claim  of  tlie  ‘859 
patent  and  the  claim  of  the  ‘048  jiatent, 
and  whether  an  industry  in  the  United 
.States  exists  as  riiquired  by  suh.section 
(a)(2)  of  section  337; 

(h)  Whether  there  is  a  violation  of 
sui)section  (a)(1)(A)  of  .section  337  in  thi! 
importation  into  the  United  .States,  the 
.sale  for  imj)ortation,  or  the  sale  within 
the  United  .States  after  imjiortation  of 
certain  jjaper  .shredders,  certain 
processes  for  manufacturing  or  relating 
to  same  and  certain  jiroducts  containing 
.same  and  certain  parts  thereof  hv  rea.son 
of  misap])ro])riation  of  trade  secrets,  the 
threat  or  effect  of  which  is  to  destroy  or 
substantially  injure  an  indu.stry  in  the 
United  .States: 

(2)  For  the  purpose  of  the 
investigation  so  instituted,  the  following 
are  hereby  named  as  ])arties  upon  which 
this  notice  of  investigation  shall  he 
.served: 

(a)  The  complainants  an;: 

Fellowes.  Inc..  1789  Norwood  Avenue. 

Itasca,  IL  801 43-1 095; 

Fellowes  Office  Products,  (.Suzhou)  (k).. 
Ltd.,  1  .Shilin  Road,  .Suzhou  New 
Disti'ict,  )iangsu  Province,  .Suzhou 
215151,  Ohina. 

(h)  The  respondents  are  the  following 
(Mitities  alleged  to  he  in  violation  of 
.section  337.  and  are  the  ])artie.s  upon 
which  the  com])laint  is  to  he  .served: 

New  United  Oo.  (houj)  Ltd..  No.  18 
Qianjia  Industrial  Park.  Yaoguan 
Town,  Wujin  District.  Changzhou. 
Jiangsu  213011,  China; 

Jiangsu  New  United  Office  Ikpiijjments 
Co.  Ltd..  No.  6  Qianjia  Industrial  Park, 
Yaoguan,  Jiangsu  Province  213011, 
China: 

.Shenzhen  Elite  Business,  Office 

Equijjment  Co.  Ltd.,  No.  88  E’uhua.san 
Road,  Futian  District,  Unit  llDl.5, 

11th  Floor,  Fortune  Plaza.  .Shenzhen 
C.itv,  Cuangdong  Province,  China, 
518028; 

Elite  Busine.ss  Machines  Ltd.,  Unit  lA, 
2nd  Floor,  Fu  Tao  Building,  98  Argyle 
.Striiet,  Mong  Kok,  Kowloon,  Hong 
Kong  .Special  Administrative  Region, 
(]hina: 

New  United  Office  Equipment  USA, 
Inc.,  3701  (k)mmerciai  Avenue, 
Northbrook,  IL  80082; 

Jiangsu  .Shinri  Machinery  (k).  Ltd., 
Qianjia  Industrial  Park,  Yaoguan 
Town,  Wujin  District,  ("hangzhou, 
Jiangsu  Province,  China: 
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Zhou  Lichcng,  No.  45,  Miaotou  Natural 
Village,  Qianjia  Ailuiiuistrativi! 

Village,  Yaoguan  Town,  Wujiu 
Districl,  (Changzhou  Ciity,  Jiangsu 
Province,  (3iina,  213102; 

Randall  (Iraves,  Ai)artment  1201,  Unit 
(;,  Olock  320,  Nandu  Section,  Hutang 
New  Uity  (x)in])lex,  Wujin  District, 
(ihangzhou  City,  Jiangsu  Province, 
China,  213101; 

“Je.ssica”  Wang  Chongge,  Crou])  1 . 
Tonguyan  Village,  Tc)ngyuan  Town, 
Caoling  (A)unty,  Xi'an  (]itv,  Shaanzi 
Province,  China  710202. 

(c)  The  OlTice  of  Unfair  hnjjort 
Investigations.  U.S.  International  Trade 
(ioinmi.ssion,  500  E  Street  S\V.,  Suite 
401,  Washington,  DC  20430;  and 

(3j  For  the  investigation  so  instituted, 
the  Chief  Administrative  Law  Judge, 

U.S.  International  Trade  Commission, 
shall  designate  the  presiding 
Admini.strative  Law  Judge. 

Responses  to  the  complaint  and  the 
notice  of  inve.stigation  must  he 
submitted  by  the  named  respondents  in 
accordance  with  section  210.13  of  the 
(Commission’s  Rules  of  Practice  and 
Proc(!dure,  10  CCFR  210.13.  Pursuant  to 
10  CFR  201.10(dJ-(e)  and  210.13(aJ. 
such  resjjon.ses  will  he  considered  by 
the  (Commission  ifnuauved  not  later 
than  20  days  after  the;  date  of  service  hv 
the  (Commission  of  the  complaint  and 
the  notice  of  investigation.  Extensions  of 
time  for  submitting  res])onses  to  the 
complaint  and  the  notice  of 
investigation  will  not  he  granted  uidess 
good  cause  therefor  is  shown. 

Failure  of  a  resjKHuhmt  to  file  a  timely 
response  to  each  allegation  in  the 
complaint  and  in  this  notice  may  he 
deemed  to  constitute  a  waiver  of  the 
right  to  appear  and  contest  the 
allegations  of  the  complaint  and  this 
notice,  and  to  authorize  the 
administrative  law  judge  and  the 
(Commission,  without  further  notice  to 
the  resj)ondent,  to  find  the  facts  to  he  as 
alleged  in  the  complaint  and  this  notice 
and  to  enter  an  initial  determination 
and  a  final  determination  containing 
such  findings,  and  may  result  in  the 
issuance  of  an  exclusion  order  or  a  cease 
and  desist  order  or  both  directed  against 
the  respondent. 

I5y  ()r(l(!r  of  tin;  (Conuiiission. 

Issiuul;  lanuiirv  22,  2013. 

William  R.  Bishop, 

Siipcrvisorv  Ho(irin<>s  and  Infornuilion 
Olficar. 

IKK  Doc.  2(n;i-(n,'jri;)  Filed  1-24-1  ;i;  H;4.t  am| 
BILLING  CODE  7020-02-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Importer  of  Controlled  Substances; 
Notice  of  Registration;  Fisher  Clinical 
Services,  Inc. 

Hy  Notice  dated  November  1, 2012, 
and  published  in  the  PTideral  Register 
on  November  9.  2012,  77  FR  0735)0. 
Fisher  (Clinical  Services,  Inc.,  7554 
Schantz  Road.  Allentown,  Pennsylvania 
18100,  made  ajiplication  to  the  Drug 
Enforcement  Administration  (DFAJ  to 
he  registered  as  an  importer  of 
Tapentadol  (5)780),  a  basic  class  of 
controlled  substance  listed  in  schedule 
11. 

The  company  plans  to  import  the 
listed  controlled  substance  to  conduct 
clinical  trials. 

No  comments  or  objections  have  been 
received.  DFA  has  considered  the 
factors  in  21  U..S.C.  823(a)  and  5)52(a). 
and  determined  that  the  registration  of 
Fisher  Clinical  Services.  Inc.,  to  import 
the  basic:  class  of  controlled  substance  is 
consi.stent  with  the  ])uhlic  interest,  and 
with  United  Statexs  obligations  under 
international  treaties,  conventions,  or 
])rotocols  in  effect  on  May  1.  15)71.  DFA 
has  inve.stigated  Fisher  Clinical 
Services.  Inc.,  to  ensure  that  the 
company’s  rc;gistratiou  is  consistent 
with  the  ])ul)lic  interest.  The 
investigation  has  included  inspection 
and  testing  of  the  company’s  physical 
scicurity  systems,  vcirification  of  the 
com|)any’s  compliant:e  with  state  and 
loc:al  laws,  and  a  review  of  the 
companv’s  background  and  hi.storv. 

Therefore,  ])ursuant  to  21  U.S.C. 
5)52(a)  and  5)58(a),  and  in  accordance 
with  21  CFR  1301.34,  the  above  named 
com]3any  i.s  grantcul  registration  as  an 
importer  of  the  basic  class  of  controlled 
substance  listed. 

IJaled:  luiuiarv  10,  2013. 

Iciseph  r.  Rannazzisi, 

Drpiity  Assistant  Administrator,  Officn  of 
Divtnsion  Control.  Dray  Enforconumt 
Administration. 

|FR  Doc.  21)1  .'Mil ,'):{2  Filed  l-24-i;i;  H:4.">  am| 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Importer  of  Controlled  Substances; 
Notice  of  Application 

Pursuant  to  21  U.S.C.  5)58(i).  the 
Attorney  Ceneral  shall,  prior  to  issuing 
a  regi.stration  under  this  Section  to  a 
hulk  manufacturer  of  a  controlled 
substance  in  .schedules  1  or  II,  and  prior 
to  issuing  a  regulation  under  21  U..S.(L 


5)52(a)(2)  authorizing  the  importation  of 
such  a  substance,  jirovide 
manufacturers  holding  registrations  for 
the  hulk  manufacture  of  the  sub.stance 
au  opportunity  for  a  hearing. 

Therefore,  in  accordance  with  21  CFR 
1301. 34(a),  this  is  notice  that  on 
.Sejitemher  21,  2012,  Nebraska  .State 
Penitentiary,  4201  South  14th  Street. 
Lincoln,  Nebraska  08502,  made 
apiilication  to  the  Drug  Enforcement 
Administration  (DFA)  to  he  regi.stered  as 
an  importer  of  Pentobarbital  (2270),  a 
basic  class  of  controlled  substance  li.sted 
in  schedule  11. 

The  facility  intends  to  im])ort  the 
above  li.sted  controlled  sub.stance  for 
legitimate  u.se.  Suj)plies  of  this 
particular  controlled  substance  are 
inadecjuate  and  are  not  available  in  the 
form  needed  within  the  current 
tlomestic  supi)ly  of  the  United  States. 

Any  hulk  manufacturer  who  i.s 
presently,  or  is  applying  to  he, 
regi.stered  with  DFA  to  manufacture 
such  basic  cla.ss  of  controlled  suh.stance 
may  file  comments  or  objections  to  the 
issuance  of  the  ])ro])o.sed  registration, 
and  may.  at  the  same  time,  file  a  written 
request  for  a  hearing  on  such 
application  pursuant  to  21  CFR  1301.43, 
and  in  such  form  as  prescribed  hv  21 
CFR  1310.47. 

Auy  such  written  comments  or 
t)l)jections  should  he  addressed,  in 
cjuintuplicate,  to  the  Drug  Enforcement 
Administration,  Office  of  Diversion 
("ontrol.  Federal  Regi.ster  Re])re.sentative 
(ODL),  8701  Morrissette  Drive. 
.Springfield,  Virginia  22152;  and  must  he 
filed  no  later  than  February  25.  2013. 

This  procedure  i.s  to  he  conducted 
simultaneously  with,  and  independent 
of,  the  procedures  described  in  21  CFR 
1301.34(h),  (c),  (d),  (e).  and  (f).  As  noted 
in  a  jjrevious  notice  pul)li.shed  in  the 
Federal  Regi.ster  on  .September  23.  15)75. 
40  FR  4374.5-40,  all  applicants  for 
registration  to  im])ort  a  basic  cla.ss  of 
any  controlled  substance  in  schedule  I 
or  11  are.  and  will  continue  to  he, 
required  to  demonstrate  to  the  Deputy 
A.ssistant  Administrator,  Office  of 
Diversion  C-ontrol.  Drug  Fuforcement 
Admini.stration,  that  the  retjuirements 
for  such  regi.stration  ])ursuant  to  21 
U.S.C.  5)58(a).  21  U.S.C.  823(a).  and  21 
(3‘’R  1301.34(h),  (c).  (d),  (e),  and  (f)  are 
.satisfied. 

Diiled:  )iinuarv  Hi.  2013. 
loseph  r.  Rannazzisi, 

Dapnty  Assistant  Administrator.  Offica  of 
Diversion  Control.  Drii}’  Enforcement 
Administration. 

|FK  Doc.  2(n:i-01,"):«i  Filed  1-24-1:J;  8:4.'i  :ini| 
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DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Importer  of  Controlled  Substances; 
Notice  of  Registration;  R  &  D  Systems, 
Inc. 

By  Notice  dated  August  17.  2012.  and 
publislied  in  the  Federal  Register  on 
August  20.  2012.  77  FR  50102,  R  8;  I) 
Systems.  Inc..  014  McKinley  Place  NK., 
Minneapolis.  Minnesota  5541.1,  made 
a])])lication  to  the  Drug  Fnlorceimnit 
Administration  (DEA)  to  he  nigi.stered  as 
an  importer  oi  the  following  basic 
classes  of  controlled  snhstances: 


Drug 

Schedule 

1  -Pentyl-3-{Tnaphthoyl)indole 

1 

(7118). 

5-(1 ,1  -Dimethylheptyl)-2-[(1  R,3S)- 

1 

3-  hydroxycyclohexyl]-  phenol 
(7297). 

Marihuana  (7360)  . 

1 

Tetrahydrocannabinols  (7370)  . 

1 

4-Bromo-2,5- 

1 

dimethoxyamphetamine  (7391). 

3,4- 

1 

Methylenedioxymethamphetam¬ 
ine  (7405). 

Dimethyltryptamine  (7435)  . 

1 

Amphetamine  (1100)  . 

II 

Methylphenidate  (1724) . 

II 

Phencyclidine  (7471)  . 

II 

Cocaine  (9041)  . 

II 

Oxycodone (9143)  . 

II 

Thebaine  (9333)  . 

II 

Fentanyl  (9801)  . 

II 

The  company  plans  to  import  the 
listed  controlled  snhstances  in  dosage 
form  to  distrihnte  to  re.searchers. 

In  refereiu:e  to  drug  codes  7300  and 
7:i70.  the  companv  plans  to  im])ort  a 
.synthetic  cannahidiol  and  a  synthetic 
Tetrahydrocannabinol.  No  other  activity 
for  this  drug  code  is  authorized  for  this 
registration. 

No  comments  or  objections  have  been 
received.  DEA  has  considered  the 
factors  in  21  IJ..S.C.  82:i(a)  and  952(a). 
and  determined  that  the  registration  of 
R  &  D  .Systems.  Inc.,  to  import  the  basic 
classes  of  controlled  snh.stances  is 
consistent  with  the  public  interest,  and 
with  United  .States  obligations  under 
international  treaties,  conventions,  or 
protocols  in  effect  on  May  1.  1971,  at 
this  time.  DEA  has  investigated  R  K  D 
.Systems.  Inc.,  to  ensure  that  the 
company's  registration  is  consistent 
with  the  j)uhlic  interest.  The 
investigation  has  incliuhnl  inspection 
and  testing  of  the  comj)any’s  physical 
.security  systems,  verification  of  the 
company's  compliance  with  state  and 
local  laws,  and  a  review  of  the 
comj)any's  background  and  history. 

Therefore,  pursuant  to  21  U.S.C^ 
952(a)  and  958(a).  and  in  accordance 


with  21  UER  1301.34,  the  above  named 
comj)any  is  granted  registration  as  an 
im])orter  of  the  basic  class(!s  of 
controlhul  snhstances  listed. 

Dated:  |aiuiarv  1.5.2013. 

Idsepli Riiiiiia/./.isi. 

Deputy  Assisldiil  Adminislralor.  OfluHf  of 
Diveivion  Control.  Dnif’  Enforcement 
Administration. 

|FK  Dec.  201 3-01 5.54  Filed  1-24-13;  »;4.')  am| 
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DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Importer  of  Controlled  Substances, 
Notice  of  Registration,  Myoderm 

By  Notice  dated  June  28,  2012,  and 
published  in  the  Federal  Register  on 
July  5,  2012,  77  ER  39741,  Myoderm,  48 
East  Main  .Street,  Norristown, 
Pennsylvania  19401,  made  ajiplication 
to  the  Drug  Enforcement  Admini.stration 
(DEA)  to  he  registered  as  an  importer  of 
the  following  basic  classes  of  controlled 
substances: 


Drug 

Schedule 

Amphetamine  (1100)  . 

II 

Lisdexamfetamine  (1205)  . 

II 

Methylphenidate  (1724) . 

II 

Pentobarbital  (2270)  . 

II 

Nabilone  (7379)  . 

II 

Codeine  (9050) . 

II 

Oxycodone  (9143)  . 

II 

Hydromorphone  (9150)  . 

II 

Hydrocodone  (9193) . 

II 

Levomethorphan  (9210)  . 

II 

Meperidine  (9230)  . 

II 

Methadone  (9250)  . 

II 

Methadone  intermediate  (9254)  ... 

II 

Morphine  (9300)  . 

II 

Oxymorphone  (9652)  . 

II 

Fentanyl  (9801)  . 

II 

The  comjiany  jilans  to  iniiiort  the 
listed  controlled  snh.stances  in  finished 
dosage  form  for  clinical  trials,  and 
research. 

The  imjiort  of  the  above  listed  basic 
clas.ses  of  controlled  substances  is 
granted  only  for  analytical  testing  and 
clinical  trials.  This  authorization  does 
not  extend  to  the  imi)ort  of  a  finished 
EDA  approved  or  non-approved  dosage 
form  for  c:ommercial  distribution  in  the 
United  .States. 

No  comments  or  objections  have  been 
received.  DEA  has  considered  the 
factors  in  21  U..S.C’..  823(a)  and  952(a), 
and  determined  that  the  registration  of 
Myoderm.  to  im])ort  the  basic  clas.ses  of 
controlled  sidxstances  is  consistent  with 
the  ])nhlic  interest,  and  with  United 
.States  obligations  under  international 
treaties,  conventions,  or  protocols  in 
effect  on  May  1,  1971,  at  this  time.  DEA 


has  investigated  Mvoderm,  to  ensure 
that  the  com])any's  registration  is 
consistent  with  the  ])nhlic  interest.  The 
investigation  has  ini:lnded  inspection 
and  testing  of  the  company’s  ])hysical 
.security  systems,  verification  of  the 
company’s  compliance  with  state  and 
local  laws,  and  a  review  of  the 
comjianv's  background  and  history. 
Therefore.  ])ur.suant  to  21  U..S.C.  952(a) 
and  958(a),  and  in  at:cordance  with  21 
(T’R  1301.34,  the  above  naimul  company 
is  granted  registration  as  an  importer  of 
the  basic  classes  of  controlled 
substances  listed. 

DaUul:  )amiarv  1,5.  2(113. 

(eseph  T.  Kannaz/.isi, 

Depidv  Assistant  Administrator.  Office  of 
Diversion  Control.  Drn^  Enforcement 
Administration. 

|FK  Doc.  20 1.3-01340  Fihul  1-24-13;  11:45  am] 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Importer  of  Controlled  Substances; 
Notice  of  Registration;  Chattem 
Chemicals,  Inc. 

By  Notice  dated  June  28.  2012,  and 
published  in  the  Federal  Register  on 
July  0,  2012.  77  ER  40080,  Chattem 
Chemicals,  Inc..  3801  .St.  Elmo  Avenue 
('hattanooga,  Tennessee  37409,  made 
application  by  renewal  to  the  Drug 
Enforcement  Administration  (DEA)  to 
he  registered  as  an  imiiorter  of  the 
following  basic  clas.ses  of  controlled 
substances: 


Drug 

Schedule 

Methamphetamine  (1105)  . 

II 

4-Anilino-N-phenethyl-4-piperidine 

II 

(8333). 

Phenylacetone  (8501)  . 

II 

Opium,  raw  (9600)  . 

II 

Poppy  Straw  Concentrate  (9670) 

II 

Tapentadol  (9780)  . 

II 

The  company  jdans  to  imjiort  the 
listed  controlled  substances  to 
manufacture  hulk  controlled  substances 
for  .sale  to  its  customers. 

The  company  jilans  to  imjiort  an 
intermediate  form  of  Tapentadol  (9780), 
to  hulk  manufacture  Tapentadol  for 
di.strihution  to  its  customers. 

Comments  and  retjuests  for  hearing  on 
a])])lications  to  import  narcotic  raw 
material  are  not  ajijiropriate,  72  ER 
.3417(2007). 

Regarding  all  other  basic  cla.sses  of 
controlled  snhstances,  no  comments  or 
objections  have  been  received.  DEA  has 
considered  the  factors  in  21  U..S.C. 
823(a)  and  952(a),  and  determined  that 
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tlie  registration  of  Chatteni  Chemicals. 
Inc.,  to  im])ort  the  l)asic  classes  of 
controlled  substances  is  consistent  with 
the  public  intere.st,  and  with  United 
States  obligations  under  international 
tr(!aties,  conventions,  or  |)rotocols  in 
effect  on  May  1,  15)71.  UFA  has 
investigated  Chattem  Chemicals,  Inc.,  to 
ensure  that  the  com])any'.s  rgistration  is 
consistent  with  the  public  interest.  The 
investigation  has  included  inspection 
and  testing  of  the  company’s  physical 
security  sy.stems,  verification  of  the 
company’s  compliance  with  .state  and 
local  laws,  and  a  review  of  the 
comjjany’s  background  and  hi.storv. 

Therefore,  pursuant  to  21  II.S.C. 
5)52(a)  and  5).58(a),  and  in  accordance 
with  21  CFR  1.301.34,  the  above  named 
company  is  granted  registration  as  an 
importer  of  the  basic  classes  of 
controlled  substances  listed. 

llatiul:  laniiary  l.s.  2013. 

)i)si:ph  T.  Rannazzisi, 

Dapiilv  Assistant  Administrator.  Offico  of 
Divorsion  Control.  Drug  Hnforconmnt 
Administration. 

ll'K  Doc.  201 3-01. S3()  Fil(!(l  1-24-13;  8:4.')  ain| 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances;  Notice  of  Application; 
Cerilliant  Corporation 

Pursuant  to  §1301. 33(a).  Title  21  of 
the  Code  of  Federal  Regulations  (UP'R), 
this  is  notice  that  on  (Ictoher  4,  2012, 
Cerilliant  Coi'iioration,  811  Palonia 
Drive,  Suite  A.  Round  Rock,  Texas 
78005-2402,  made  application  to  the 
Drug  Enforcement  Administration 
(DEA)  to  he  registered  as  a  hulk 
manufailurer  of  the  following  basic 
classes  of  controlled  sulxstances: 


Drug 

Schedule 

JWH-250  (6250)  . 

1 

SR-18  also  known  as  RCS-8 

1 

(7008). 

JWH-019  (7019)  . 

1 

JWH-081  (7081)  . 

1 

SR-19  also  known  as  RCS-4 

1 

(7104). 

JWH-122  (7122)  . 

1 

AM-2201  (7201)  . 

1 

JWH-203  (7203)  . 

1 

2C-T-2  (7385)  . 

1 

JWH-398  (7398)  . 

1 

N-Ethyl-1  -phenylcyclohexylamine 

1 

(7455). 

2C-D  (7508)  . 

1 

2C-E  (7509)  . 

1 

2C-H  (7517)  . 

1 

2C-I  (7518)  . 

1 

2C-C  (7519) 


Drug 

Schedule 

2C-N  (7521)  . 

1 

2C-P  (7524)  . 

1 

2C-T-4  (7532)  . 

1 

AM-694  (7694)  . 

1 

Metazocine  (9240) . 

II 

The  company  plans  to  manufacture 
the  listed  controlled  substances  for 
distribution  to  their  re.search  and 
forensic  caistomers  conducting  drug 
testing  and  analvsis. 

Any  other  such  aiijilicant,  and  any 
])er.son  who  is  jire.sently  registered  with 
DEA  to  manufacture  such  suh.stances, 
may  file  comments  or  objections  to  the 
issuance  of  the  projiosed  registration 
pursuant  to  21  CFR  1301.33(a). 

Any  .such  written  comments  or 
ohjcictions  shoidd  he  addres.sed,  in 
(pnntuplicate,  to  the  Drug  Enforcement 
Administration,  Office  of  Diversion 
Control,  Federal  Register  Rejiresentative 
(ODE),  8701  Morrissette  Drive, 
.S])ringfield,  Virginia  22152;  and  must  he 
filed  no  later  than  March  20,  2013. 

Dated;  |aiiiiarv  14.  2013. 
losoph  r.  Rannazzisi, 

Dopidy  Assistant  Administrator,  Offico  of 
Divorsion  Control.  Ding  Enforoomont 
Administration. 

|1K  Doc:.  2(11 3-0 l.l.w  Filed  1-24-13;  f!:4.'')  am| 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances,  Notice  of  Registration; 
Sigma  Aldrich  Research  Biochemicals, 
Inc. 

By  Notice  dated  .September  20,  2012, 
and  published  in  the  Federal  Register 
on  October  2.  2012,  77  FR  00145,  Sigma 
Aldrich  Research  Biochemicals,  Inc.. 
1-3  Strathmore  Road,  Natick. 
Mas.sachu.setts  01700-2447,  made 
apjilication  by  letter  to  the  Drug 
Enforcement  Administration  (DEA)  to 
he  registered  as  a  hulk  manufacturer  of 
the  following  basic  clas.ses  of  controlled 
suh.stances: 


Drug 

Schedule 

4-Methyl-2,5- 

1 

dimethoxyamphetamine  (7395). 

Dimethyltryptamine  (7435)  . 

1 

The  company  ])lans  to  manufacture 
reference  standards. 

No  comments  or  objections  have  been 
rec:eived.  DEA  has  considered  the 
factors  in  21  U.S.C.  823(a),  and 
determined  that  the  registration  of 
Sigma  Aldrich  Re.search  Biochemicals, 


Inc.,  to  manufacture  the  li.sted  basic 
classes  of  controlled  suh.stances  is 
consistent  with  the  public  intere.st  at 
this  time.  DEA  has  investigated  Sigma 
Aldrich  Re.search  Biochemicals,  Inc.,  to 
ensure  that  the  company’s  registration  is 
consistent  with  the  jiuhlic  intere.st.  The 
inve.stigation  has  included  inspection 
and  te.sting  of  the  company’s  jihysical 
security  sy.stems;  verification  of  the 
comjiany’s  com])liance  with  .state  and 
local  laws:  and  a  review  of  the 
company’s  background  and  hi.storv. 

Therefore,  pursuant  to  21  U.S.C. 
823(a),  and  in  accordance  with  21  CFR 
1301.33,  the  above  named  company  is 
granted  registration  as  a  hulk 
manufacturer  of  the  basic  cla.sses  of 
controlled  substances  listed. 

Dated:  )anuarv  14.  2013. 

Jo.seph  r.  Rannazzisi, 

Dopnty  Assistant  Administrator,  Offico  of 
Divorsion  Control,  Drug  Enforoomont 
Administration. 

|FK  Dec.  2()i:MUr)K«  Filed  1-24-13:  8:4.')  am) 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances;  Notice  of  Registration; 
Johnson  Matthey,  Inc. 

By  Notice  dated  Mav  5),  2012.  and 
jnihlished  in  the  Federal  Register  on 
May  21.  2012,  77  FR  30020.  Johnson 
Matthey,  Inc..  Custom  Pharmaceuticals 
Department.  2003  Nolte  Drive.  West 
Deptford.  New  )ersev  08000-1742.  made 
application  by  letter  to  the  Drug 
luiforcement  Administration  (DEA)  to 
he  registered  as  a  hulk  manufacturer  of 
Tapentadol  (9780).  a  basic  class  of 
controlled  substance  li.sted  in  schedule 
II. 

'I’he  comjiany  [ilans  to  manufacture 
the  listed  controlled  suh.stance  for  sale 
to  its  cu.stomers. 

One  comment  objecting  to  the 
granting  of  regi.stration  as  a  hulk 
manufacturer  of  the  basic  class  of 
controlled  substance  li.sted  to  this 
applicant  was  received.  However,  after 
a  thorough  review  of  this  matter,  DEA 
has  concluded  that  the  issues  raised  in 
the  comment  and  objection  do  not 
warrant  the  denial  of  this  a|)plication. 

DEA  has  considered  the  factors  in  21 
II.S.U.  823(a)  and  determined  that  the 
regi.stration  of  Johnson  Matthey,  Inc.,  to 
manufacture  the  li.sted  basic  cla.ss  of 
controlled  substance  is  cxmsistent  with 
the  imhlic  intere.st  at  this  time.  DEA  has 
investigated  Johnson  Matthey,  Inc.,  to 
ensure  that  the  coiujiany’s  registration  is 
consistent  with  the  jmhlic  interest.  The 
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investigation  has  incliuliul  inspection 
and  te.sting  of  the  company’s  physical 
.security  .sy.stems.  verification  ol  tlie 
company’s  com|)liance  witli  stale  and 
local  laws,  and  a  review  oi  the 
company’s  background  and  history. 
Therefon;.  pursuant  to  21  U.S.Ci.  823(a). 
and  in  accordance  with  21  (IFR  1301.33. 
the  above  named  company  is  granted 
nigistration  as  a  hulk  manuracturer  of 
the  basic  class  of  controlled  substance 
listed. 

Dated:  |aiuiary  m.  2013. 

Itiseph  T.  Kanna/./.isi. 

Drpiity  Assistant  Administrator.  Offica  of 
IJivarsion  Control.  Dili}’  Knforr.amant 
Administration. 

|FR  Ooi;.  2in.3-01(in;i  Filed  l-24-i;i:  K:4.‘)  ami 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances;  Notice  of  Registration; 
Ampac  Fine  Chemicals,  LLC 

By  Notice  dated  .Siijdemher  20.  2012, 
and  |)nl)li.shed  in  the  Federal  Register 
on  October  2.  2012.  77  I'K  0014.5. 
AMBACi  Fine  Ohemicals.  LLCi.  Highway 
.50  and  Hazel  Avenue.  Building  05001, 
Rancho  (Cordova.  Oalifornia  95070. 
made  a|)plication  by  letter  to  the  Drug 
Fnforcimient  Admini.stralion  (DEA)  to 
he  registered  as  a  hulk  maniifaclurm’  of 
Tapcmtadol  (9780).  a  basic  class  of 
controlled  substance  listed  in  schedule 
11. 

The  comj)any  plans  to  mamifacture 
the  listed  controlled  substance  for 
distribution  to  its  customers. 

No  comments  or  objections  have  been 
received.  DEA  has  considered  the 
factors  in  21  U.S.C.  823(a).  and 
determined  that  the  registration  of 
AMPAC  Fine  Chemicals.  LLC  to 
manufacture  the  li.sted  basic  cla.ss  of 
controlled  substance  is  consistent  with 
the  ])nhlic  intere.st  at  this  time.  DEA  has 
investigated  AMPACi  Fine  Chemicals. 
LLC  to  ensure  that  the  company’s 
registration  is  consistent  with  the  ])uhlic 
interest.  The  investigation  has  included 
inspection  and  testing  of  the  comj)anv’s 
jdiysical  security  systems;  verification 
of  the  company's  compliance  with  .state 
and  local  laws;  and  a  review  of  the 
comi)any’s  background  and  hi.slorv. 

Therefore.  ])ursuant  to  21  li.S.CL 
823(a),  and  in  accordance  with  21  (T’R 
1301.33,  the  above  named  comjjany  is 
granted  registration  as  a  hulk 
manufacturer  of  the  basic  cla.ss  of 
controlled  substance  li.sted. 


Dal(!(l:  jaiiiiarv  14.  2013. 

|os(!|)h  T.  Kanna/./.isi, 

Dapatv  Assistant  .'\dministrator.  Offica  of 
Divaision  Control.  Drug  l^nforccmont 
.'\dministration. 

|FK  Doc.  2ni;i-(n.'):i4  Filod  1-24-1.1: 11:4.')  am| 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances,  Notice  of  Application; 
Siegfried  (USA) 

Pursuant  to  §  1301.33(a).  Title  21  of 
the  Code  of  Federal  Regulations  (CT’R), 
this  is  notice  that  on  June  19,  2012, 
.Siegfried  (USA).  33  Industrial  Park 
Road.  Pennsville.  New  Jersey  08070, 
made  apjilicalion  hv  letter  to  the  Drug 
Enforcement  Administration  (DEA)  to 
he  registered  as  a  hulk  manufacturer  of 
Tajienladol  (9780),  a  basic  class  of 
controlled  substance  listed  in  schedule 
11. 

'File  comijany  ])lans  to  manufacturer 
the  listed  controlled  substance  for 
distribution  to  its  customers. 

Any  other  such  applicant,  and  any 
person  who  is  presently  registered  with 
DEA  to  manufacture  such  suh.stances, 
mav  file  comments  or  objections  to  the 
issuance  of  the  i)ro|)o.sed  registration 
pursuant  to  21  (]FR  1301.33(a). 

Anv  such  written  comments  or 
objections  should  he  addres.sed.  in 
(inintui)licate,  to  the  Drug  Enforcement 
Administration.  Office  of  Diversion 
('ontrol.  Federal  Register  RejiriLsentative 
(ODE).  8701  Morrissette  Drive, 
.Springfield,  Virginia  22152;  and  must  he 
filed  no  later  than  March  2(),  2013. 

Dateil:  l.iiuiarv  1.5.  2013. 
loseph  T.  Kaiiiiazzisi, 

Dapnty  Assistant  Administrator,  Offica  of 
Divaision  Control.  Drug  l^nforcamant 
Administration. 

IFRDoc.  201:1-015(11  Filed  l-24-i:i:  H:45  ami 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances;  Notice  of  Registration; 
Chemic  Laboratories,  Inc. 

By  Notice  dated  .Se])temher  25,  2012, 
and  published  in  the  Federal  Register 
on  October  2,  2012,  77  FR  00144, 
Uhemic  Laboratories,  Inc.,  480  Neponset 
.Street,  Building  7,  (ianton, 
Mas.sachu.setts  02021.  made  apiilication 
by  renewal  to  the  Drug  Enforcement 
Administration  (DEA)  to  he  registered  as 


a  hulk  manufacturer  of  Cocaine  (9041), 
a  basic  class  of  controlled  substance 
listed  in  schedule  II. 

The  com])auy  plans  to  manufacture 
small  (piantities  of  the  above  li.sted 
controlled  substance  for  distrihution  to 
its  customers  for  the  juirpose  of 
research. 

No  comments  or  objections  have  been 
received.  DEA  has  considered  the 
factors  in  21  11..S.C.  823(a),  and 
determined  that  the  regi.stration  of 
Chemic  Laboratories.  Inc.,  to 
manufacture  the  listed  basic  cla.ss  of 
controlled  substance  is  consi.stent  with 
the  public  interest  at  this  time.  DF^A  has 
investigated  (Chemic  Laboratories,  Inc., 
to  ensure  that  the  company’s 
registration  is  consistent  with  the  public 
interest.  'Fhe  investigation  has  included 
insjiection  and  testing  of  the  company’s 
physical  security  sy.stems;  verification 
of  the  company’s  com|)liance  with  .state 
and  local  laws;  and  a  review  of  the 
company’s  background  and  history. 

Therefore,  jnirsuant  to  21  IJ..S.(;. 
823(a).  and  in  accordance  with  21  CF’R 
1301.33,  the  above  named  company  is 
granted  registration  as  a  hulk 
manufacturer  of  the  basic:  cla.ss  of 
controlled  substance  listed. 

Dated:  lanuarv  14.  2013. 

(oseph  'i'.  Kanna/./.isi. 

Deputy  Assistant  Administrator.  Offica  of 
Diversion  Control.  Drug  Enforcement 
Administration. 

|FR  Doc.  2()i:i-()15:i5  Filed  1-24-13:  H:45  ami 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances;  Notice  of  Registration; 
Noramco,  Inc. 

By  Notice  dated  October  9,  2012,  and 
published  in  the  Federal  Register  on 
October  18.  2012,  77  FR  04143, 
Noramco,  Inc.,  500  .Swedes  Landing 
Road.  Wilmington,  Delaware  19801- 
4417,  made  application  by  renewal  to 
the  Drug  Enforcement  Administration 
(DEA)  to  be  registered  as  a  bulk 
manufacturer  of  the  following  basic 
classes  of  controlled  substances: 


Drug 

Schedule 

Codeine-N-oxide  (9053)  . 

1 

Dihydromorphine  (9145) . 

1 

Morphine-N-oxide  (9307)  . 

1 

Amphetamine  (1100)  . 

II 

Methylphenidate  (1724) . 

II 

Phenylacetone  (8501)  . 

II 

Codeine  (9050) . 

II 

Dihydrocodeine  (9120)  . 

II 

Oxycodone (9143)  . 

II 
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Drug 

Schedule 

Hydromorphone  (9150)  . 

II 

Hydrocodone  (9193) . 

II 

Morphine  (9300)  . 

II 

Oripavine  (9330) . 

11 

Thebaine  (9333)  . 

II 

Opium  extracts  (9610) . 

II 

Opium  fluid  extract  (9620) . 

II 

Opium  tincture  (9630)  . 

II 

Opium,  powdered  (9639)  . 

II 

Opium,  granulated  (9640)  . 

II 

Oxymorphone  (9652)  . 

II 

Noroxymorphone  (9668)  . 

II 

Tapentadol  (9780)  . 

II 

'Die  (;om])any  plans  to  manufacture 
the  listed  controlled  substances  in  hulk 
for  distribution  to  its  customers. 

No  comments  or  objections  have  been 
received.  DEA  has  considered  the 
factors  in  21  IJ.S.C.  823(a)  and 
determined  that  the  registration  of 
Noramco,  Inc.,  to  manufacture  the  listed 
basic  classes  of  controlled  substances  is 
consistent  with  the  public  interest  at 


this  time.  DEA  has  inve.stigated 
Noramco,  Inc.,  to  ensure  that  the 
comjjany’s  registration  is  consi.stent 
with  the  j)nblic  interest.  The 
investigation  has  included  inspection 
and  testing  of  the  com])any's  jibysical 
.security  .systems,  verification  of  the 
company’s  compliance  with  state  and 
local  laws,  and  a  review  of  the 
com])any'.s  background  and  history, 
'rberefore,  pursuant  to  21  ll.S.d.  823(a), 
and  in  accordance  with  21  CFR  1301.33, 
the  above  named  company  is  granted 
r(;gi.stration  as  a  bulk  manufacturer  of 
the  basic  clas.ses  of  controlled 
substances  listed. 

Datiul:  )iiiuiarv  I.t.  2013. 
loseph  T.  Kanna/.zisi, 

Daputv  Assistant  Administrator.  Office  of 
Diversion  Control.  Drag  Enforcement 
Administration. 

IFR  Doc.  2(n:i-()l(i()()  Filed  1-24-13;  B:4.'j  am| 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances;  Notice  of  Registration; 
Cerilliant  Corporation 

By  Notice  dated  August  17,  2012,  and 
iniblisbed  in  the  F'ederal  Register  on 
August  20,  2012,  77  FR  .52300,  Cerilliant 
Corporation.  811  Baloma  Drive,  Suite  A, 
Round  Rock,  Texas  7800.5-2402,  made 
ajijilication  by  renewal  to  the  Drug 
Enforcement  Admini.stration  (DEA)  to 
be  registered  as  a  bulk  manufacturer  of 
the  following  basic  classes  of  controlled 
substances: 


Drug 


Schedule 


Cathinone  (1235)  . 

Methcathinone  (1237) . 

4-Methyl-N-methylcathinone  (1248)  . 

N-Ethylamphetamine  (1475) . 

N,N-Dimethylamphetamine  (1480)  . 

Fenethylline  (1503)  . 

Aminorex  (1585)  . 

4- Methylaminorex  (cis  isomer)  (1590) . 

Gamma  Hydroxy  butyric  Acid  (2010)  . 

Methaqualone  (2565)  . 

1-Pentyl-3-(1-naphthoyl)indole  (7118)  . 

1-Butyl-3-(1-naphthoyl)indole  (7173)  . 

1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)  indole  (7200) . 

Alpha-ethyltryptamine  (7249)  . 

5- (1 ,1  -Dimethylheptyl)-2-[(1  R,3S)-3-hydroxycyclohexyl-phenol]  (7297) 

5-(1 ,1  -Dimethyloctyl)-2-[(1  R,3S)3-hydroxycyclohexyl-phenol]  (7298)  .. 
Lysergic  acid  diethylamide  (7315) . 

2.5- Dimethoxy-4-(n)-propylthiophenethylamine  (7348)  . 

Marihuana  (7360)  . 

Tetrahydrocannabinols  (7370) . 

Parahexyl  (7374)  . 

Mescaline  (7381)  . 

3.4.5- Trimethoxyamphetamine  (7390)  . 

4-Bromo-2,5-dimethoxyamphetamine  (7391)  . 

4-Bromo-2,5-dimethoxyphenethylamine  (7392)  . 

4- Methyl-2,5-dimethoxyamphetamine  (7395)  . 

2.5- Dimethoxyamphetamine  (7396)  . 

2.5- Dimethoxy-4-ethylamphetamine  (7399)  . 

3.4- Methylenedioxyamphetamine  (7400)  . 

5- Methoxy-3,4-methylenedioxyamphetamine  (7401)  . 

N-Hydroxy-3,4-methylendioxyamphetamine  (7402)  . 

3.4- Methylendioxy-N-ethylamphetamine  (7404) . 

3.4- Methylenedioxymethamphetamine  (7405)  . 

4- Methoxyamphetamine  (7411) . 

5- Methoxy-N-N-dimethyltryptamine  (7431)  . 

Alpha-methyltryptamine  (7432)  . 

Bufotenine  (7433)  . 

Diethyltrypfamine  (7434)  . 

Dimethyltryptamine  (7435)  . 

Psilocybin  (7437)  . 

Psilocyn  (7438)  . 

5-Methoxy-N,N-diisopropyltryptamine  (7439)  . 

N-Ethyl-1-phenylcyclohexylamine  (7455)  . 

1-(1-Phenylcyclohexyl)pyrrolidine  (7458)  . 

1-[1-(2-Thienyl)cyclohexyl]piperidine  (7470)  . 

N-Benzylpiperazine  (7493)  . 
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Acetyidihydrocodeine  (9051 )  . 

Benzylmorphine  (9052)  . 

Codeine-N-oxide  (9053)  . 

Codeine  methylbromide  (9070)  . 

Dihydromorphine  (9145)  . 

Heroin  (9200) . 

Hydromorphinol  (9301)  . 

Methyidesorphine  (9302)  . 

Methyidihydromorphine  (9304)  . 

Morphine  methylbromide  (9305)  . 

Morphine  methylsulfonate  (9306)  . 

Morphine-N-oxide  (9307) . 

Normorphine  (9313)  . 

Pholcodine  (9314)  . 

Acetylmethadol  (9601) . 

Allylprodine  (9602) . 

Alphacetylmethadol  except  levo-alphacetylmethadol  (9603) 

Alphameprodine  (9604)  . 

Alphamethadol  (9605)  . 

Betacetylmethadol  (9607) . 

Betameprodine  (9608)  . 

Betamethadol  (9609)  . 

Betaprodine  (9611) . 

Dipipanone  (9622)  . 

Hydroxypethidine  (9627)  . 

Noracymethadol  (9633)  . 

Norlevorphanol  (9634) . 

Normethadone  (9635)  . 

Trimeperidine  (9646)  . 

Phenomorphan  (9647) . 

1-Methyl-4-phenyl-4-propionoxypiperidine  (9661)  . 

Tilidine  (9750)  . 

Para-Fluorofentanyl  (9812) . 

3-Methylfentanyl  (9813)  . 

Alpha-Methylfentanyl  (9814) . 

Acetyl-alpha-methylfentanyl  (9815)  . 

Beta-hydroxyfentanyl  (9830)  . 

Beta-hydroxy-3-methyl(entanyl  (9831)  . 

Alpha-methylthiofentanyl  (9832) . . 

3-Methylthiofentanyl  (9833)  . 

Thiofentanyl  (9835) . 

Amphetamine  (1100)  . 

Methamphetamine  (1105)  . 

Lisdexamfetamine  (1205)  . 

Phenmetrazine  (1631)  . 

Methylphenidate  (1724) . 

Amobarbital  (2125)  . 

Pentobarbital  (2270)  . 

Secobarbital  (2315)  . 

Glutethimide  (2550)  . 

Nabilone  (7379)  . 

1-Phenylcyclohexylamine  (7460) . 

Phencyclidine  (7471)  . 

1-Piperidinocyclohexanecarbonitrile  (8603)  . 

Alphaprodine  (9010)  . 

Cocaine  (9041)  . 

Codeine  (9050)  . 

Dihydrocodeine  (9120)  . 

Oxycodone (9143)  . 

Hydromorphone  (9150)  . 

Diphenoxylate  (9170)  . 

Benzoylecgonine  (9180) . 

Ethylmorphine  (9190)  . 

Hydrocodone  (9193)  . 

Levomethorphan  (9210)  . 

Levorphanol  (9220)  . 

Isomethadone  (9226)  . 

Meperidine  (9230)  . 

Meperidine  intermediate-A  (9232) . 

Meperidine  intermediate-B  (9233) . 

Meperidine  intermediate-C  (9234) . 

Metazocine  (9240)  . 

Methadone  (9250)  . 

Methadone  intermediate  (9254)  . 
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Dextropropoxyphene,  bulk  (non-dosage  forms)  (9273) 

Morphine  (9300)  . 

Thebaine  (9333)  . 

Levo-alphacetylmethadol  (9648)  . 

Oxymorphone  (9652) . 

Noroxymorphone  (9668) . 

Racemethorphan  (9732) . 

Alfentanil  (9737)  . 

Remifentanil  (9739)  . 

Sufentanil  (9740)  . 

Carfentanil  (9743)  . 

Tapentadol  (9780)  . 

Fentanyl  (9801 )  . 


Drug 


Schedule 


The  (:omj)any  j)lans  to  manufacture 
small  (juantities  of  the  listed  controlhid 
substances  to  make  reference  standards 
whicli  will  he  distributed  to  their 
customers. 

No  comments  or  objections  have  been 
received.  DEA  has  considered  the 
factors  in  21  IJ.S.d.  823(a)  and 
determined  that  the  registration  of 
(kailliant  Corporation  to  manufacture 
the  listed  basic  classes  of  controlled 
substances  is  consistent  with  the  public 
interest  at  this  time.  DEA  has 
investigated  Cerilliant  Corporation  to 
ensure  that  the  com])any’s  registration  is 
consistent  with  the  jjiihlic  interest.  The 
investigation  has  included  insjjection 
and  te.sting  of  the  com])any’s  ])hvsical 
.security  systems:  verification  of  the 
company’s  com])liance  with  state  and 
local  laws;  and  a  review  of  the 
company's  hackgronnd  and  history. 
Therefore,  pursuant  to  21  IJ.S.C.  823(a), 
and  in  accordance  with  21  CFR  1301.33. 
the  above  named  comjiany  i.s  granted 
registration  as  a  hulk  mannfacturer  of 
the  ha.sic  classes  of  controlled 
substances  listed. 

Dat(!(l:  lamiarv  1.5.  201.3. 
loseph  T.  Ranna/.zisi, 

Deputy  Assistant  Aclininistrator.  Offica  of 
Pivarsion  Control.  Dniy,  Enfovcainant 
Administration. 

IKK  Doc.  Ulcd  l-24-i:};  H:4.5  am| 

BILLING  CODE  4410-09-P 


DEPARTMENT  OF  JUSTICE 

Drug  Enforcement  Administration 

Manufacturer  of  Controlled 
Substances,  Notice  of  Registration; 
Morton  Grove  Pharmaceuticals 

By  Notice  dated  Sejjtemher  25,  2012, 
and  ])uhli.shed  in  the  Federal  Register 
on  October  2,  2012,  77  FR  00144, 

Morton  Cirove  Pharmaceuticals,  0451 
Main  Street,  Morton  Grove,  Illinois 
00053-2033,  made  application  by  letter 
to  the  Drug  Enforcement  Administration 
(DEA)  to  he  registered  as  a  hulk 


manufacturer  of  Gamma  I  lydroxyhntyric 
Acid  (2010),  a  ha.sic  class  of  controlled 
substance  listed  in  schedide  1. 

The  com])any  plans  to  manufacture 
the  listed  controlled  substance  for 
distribution  to  its  customers. 

No  comments  or  objections  have  been 
received.  DEA  has  considered  the 
factors  in  21  IJ.S.C.  823(a),  and 
determined  that  the  registration  of 
Morton  Grove  Pharmaceuticals  to 
manufacture  the  listed  basic  class  of 
controlled  substance  i.s  consistent  with 
the  ])nl)lic  interest  at  this  timi!.  DEA  has 
investigatinl  Morton  Grove 
Pharmaceuticals  to  ensure  that  the 
com])anv'.s  registration  i.s  consi.stent 
with  the  j)nl)lic  interest.  The 
inviLstigation  has  included  inspection 
and  te.sting  of  the  comj)any’.s  physical 
security  systems;  verification  of  the 
company’s  com])liance  with  state  and 
local  laws;  and  a  review  of  the 
company’s  background  and  history. 

Therefore,  pursuant  to  21  IJ.S.G. 
823(a),  and  in  accordance  with  21  (JFR 
1301.33,  the  above  named  company  i.s 
granted  registration  as  a  hulk 
manufacturer  of  the  ha.sic  class  of 
controlled  substance  listed. 

Datcnl:  (anuarv  14,  2013. 

{ii.seph  T.  Rannazzisi, 

Pninitv  Assistant  Administrator,  Offica  of 
Diversion  Control.  Drag  Enforcement 
Administration. 

IFK  Dor.  201 :{-()!. Mhul  1-24-1.'!;  «:4,S  anil 
BILLING  CODE  4410-09-P 


DEPARTMENT  OF  LABOR 

Office  of  the  Secretary 

Agency  Information  Collection 
Activities;  Submission  for  0MB 
Review;  Comment  Request;  Statement 
of  Expenditures  and  Financial 
Adjustment  of  Federal  Funds  for 
Unemployment  Compensation  for 
Federal  Employees  and  Ex- 
Servicemembers 

ACTION:  Notice. 


SUMMARY:  The  D(;|)artm(!nt  of  Labor 
(DOE)  is  submitting  the  Employment 
and  Training  Administration  (ETA) 
sjionsored  information  collection 
reipiest  (IGR)  titled.  “Statement  of 
Expenditures  and  Financial  Adjustment 
of  Federal  Funds  for  IJnemplovment 
Gomjien.sation  for  Federal  Emplovees 
and  Ex-Servicememhers,’’  (Reporting 
Form  ETA-191)  to  the  Office  of 
Management  and  Budget  (OMB)  for 
review  and  ajiproval  for  continued  use 
in  accordance  with  the  Pajierwork 
Reduction  Act  (PRA)  of  19t)5  (44  IJ.S.G. 
3501  el  .seq.). 

DATES:  Submit  comments  on  or  before 
February  25.  2013. 

addresses:  a  cojiy  of  this  IGR  with 
apjilicahle  supporting  documentation: 
including  a  description  of  the  likely 
respondents,  pro]K)sed  frequency  of 
response,  and  e.stimated  total  burden 
mav  he  obtained  from  the  Reglnfo.gov 
Web  site,  http://\\  \v\v.reginfo.oav/ 
}}iiblic/(lo/PHAM(tin,  on  the  day 
following  publication  of  this  notice  or 
by  contacting  Michel  Smvth  by 
telejihone  at  202-093-4129  (this  i.s  not 
a  toll-free  inimher)  or  sending  an  email 
to  DOL  PUA  PlJBUCMdol.oov. 

Suhmil  comments  about  this  recpiest 
to  the  Office  of  Information  and 
Regulatorv  Affairs,  Attn:  OMB  Desk 
Officer  for  DOL-ETA.  Office  of 
Management  and  Budget,  Room  10235, 
725  17th  Street  NW..  \Vashinglon,  DfJ 
20503.  Fax:  202-39.5-0881  (this  is  not  a 
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nuiiiluir),  email : 

()IliA_suI)missinn@ontl).eoi).(^ov. 

FOR  FURTHER  INFORMATION  CONTACT: 
(Contact  Michel  Smyth  hy  tele])h()ne  at 
2()2-()n3-412‘)  (this  is  not  a  toll-free 
mimixa  )  or  hv  email  at 
DOLPnAPVBUCMdol.oov. 

Aulhorily:  44  :t.T07(a)(l )(!)). 

SUPPLEMENTARY  INFORMATION:  Federal 
civilian  and  military  agencies  must 
reimhnrse  the  Federal  Employees 
Comjjensation  Account  lor  the  amount 
exjjended  for  Ixmelits  to  former  Federal 
civilian  employees  and  ex- 
serviceimnnhers.  The  ETA-1 91  report 
informs  the  ETA  of  the  amount  to  hill 
.such  agencies. 

This  information  collection  is  subject 
to  the  FRA.  A  Federal  agcaicy  gemaally 
cannot  conduct  or  sponsor  a  collection 
of  information,  and  the  public  is 
gcmerally  not  recjuinul  to  respond  to  an 
information  collection,  unless  it  is 
approved  hv  the  OMH  under  the  FRA 
and  disj)lays  a  curnaitly  valid  OMB 
Control  Numher.  In  addition, 
notwithstanding  any  other  provisions  of 
law.  no  person  .shall  generally  he  .subject 
to  penalty  for  failing  to  complv  with  a 
collection  of  iidbrmatifai  that  does  not 
di.sj)lav  a  valid  Control  Nmnher.  .SYv?  .5 
CFR  1320. .5(a)  and  1320.0.  fhe  IX)E 
obtains  OMB  approval  for  this 
information  collection  under  Control 
Numher  120,5-0102.  'I’he  current 
approval  is  scheduled  to  expire  on 
janiiarv  31. 2013;  however,  it  should  he 
noted  that  existing  information 
collection  requirements  snhmitttal  to  the 
OMB  receive  a  month-to-month 
extension  while  they  undergo  review. 
For  additional  information,  see  the 
related  notice  published  in  the  Federal 
Register  on  Se])temh(!r  18.  2012. 

Interested  parties  are  encouraged  to 
.send  comments  to  the  OMB,  Office  of 
information  and  R(;gulatory  Affairs  at 
the  addre.ss  shown  in  the  ADDRESSES 
section  within  30  days  of  publication  of 
this  notice  in  the  Federal  Register.  In 
order  to  help  ensure  apj)ro]jriate 
consideration,  comments  should 
mention  OMB  Control  Number  1205- 
01  (>2.  'file  OMB  is  jiarticularly 
interestcul  in  comments  that: 

•  Evaluate  whether  the  ])ro])o.sed 
collection  of  information  is  necessary 
for  the  j)roj)er  jierformance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
])ractical  utility: 

•  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
|)roj)o.sed  collection  of  iiddrmation, 
including  the  validity  of  the 
methodology  and  as.snm])tion.s  used; 


•  Enhance  the  (piality,  utility,  and 
clarity  of  the  information  to  he 
collect(ul;  and 

•  Minimize  the  burden  of  tin; 
collection  of  information  on  those  who 
an;  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  technicpies  or 
otluu'  forms  of  information  technology, 
e.g.,  permitting  electronic  suhmi.ssion  of 
respon.ses. 

Aoimcy:  DOl.-ETA. 

Titia  of  (Jollaclion:  .Statement  of 
Expenditures  and  Financial  Adjustment 
of  Federal  Fiimls  for  Unemployment 
Compen.sation  for  Federal  Employees 
and  Ex-Servicememl)ers. 

OMB  (Jontrol  Nuinhor:  1205-0182. 

Affocfod  Public:  .State,  Local,  and 
Tribal  Governments. 

TotuI  Estimated  Numher  of 
Bespondents:  53. 

Tot(d  Estimated  Number  of 
Besponses:  212. 

Tot(d  Estimated  Amiu(d  Burdeu 
Hours:  1 .272. 

Tot(d  Estimated  Annual  Other  Hosts 
Burden:  .SO. 

Dated:  )aiuiarv  17.  201  It. 

Micliel  Smylh, 

Deinntinenial  CAeurance  Officer. 

II  R  Doc.  2()i:t-()l.'')i:t  Filed  l-24-i:t;  K:4.'')  am| 
BILLING  CODE  4510-FW-P 

OFFICE  OF  THE  DIRECTOR  OF 
NATIONAL  INTELLIGENCE 

Agency  Information  Collection 
Activities:  Extension  of  Information 
Collection;  Comment  Request 

agency:  Office  rtf  the  Director  of 
National  Intelligence  (ODNI). 

ACTION:  Notice  and  comment. 

summary:  In  Drtcmnher  2011,  the  ODNI 
accejtted  resitonsihility  from  the 
Information  Security  Ovrtrsight  Office 
(l.SOO)  for  the  maintrtnance  of  .Standard 
Form  312:  Glassified  Information 
Nondisclosure  Agreenuint;  .Standard 
Form  713;  Consent  For  Acertss  to 
Records:  and  .Standard  Form  714: 
Financial  Disclosure  Rejtort.  which  are 
directly  relatrul  to  resjtonsihilities 
a.ssigned  to  the  Director  of  National 
Intelligence  (DNl)  as  .Security  Exrtcutive 
Agent.  Accordingly,  ODNI  is  giving 
public  notice  rrtgarding  extension  of  the 
currently  approved  information 
collection.  Financial  Disclosure  Report, 
Standard  Form  714,  which  candidates 
for  national  security  clearance  must 
submit  as  a  condition  of  access  to 
s]K!cifically  designated  cla.ssified 
information  along  with  a  favorahlv 


adjudicated  personnel  sec:urity 
background  investigation  or 
reinvestigation  that  results  in  the 
granting  or  updating  of  a  security 
clearance.  ODNI  is  pro|)osing  no 
changes  to  the  .Standard  Form  714  and 
its  in.structions  at  this  time.  The  ])ul)lic 
is  invited  to  comment  on  the 
information  collection  ])ur.suant  to  the 
Fa|)erwork  Reduction  Act  of  ltl95. 

DATES;  Written  comments  must  he 
received  on  or  before  March  28,  2013  to 
he  assured  of  consideration. 

ADDRESSES:  Gomments  should  he  sent 
to:  dni-foia@dni.eov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Reque.sts  for  additional  information  or 
co])ie.s  of  the  information  collection  and 
supporting  statement  should  he  dinicted 
to  Mr.  John  Hackett,  Office  of  the  Ghief 
Information  Officer,  Information  and 
Data  Management  Groiq),  Office  of  the 
Director  of  National  Intelligence, 
Washington,  DG  28511. 

SUPPLEMENTARY  INFORMATION:  Fursuant 
to  the  l^aperwork  Reduction  Act  of  1895 
(Fill).  1..  184-13),  ODNI  invite.s  the 
general  public  and  other  Federal 
agencies  to  comment  on  .Standard  Form 
714.  'I'he  comments  and  sugge.stions 
should  address  one  or  more  of  the 
following  ])oint.s:  (a)  Whether  the 
])ropo.sed  information  collection 
reflected  in  the  .Standard  Form  714 
meets  the  intent  of  §  1.3  (“Financial 
Disclosure’’)  of  Executive  Order  12988 
(“Access  to  Glassified  Information’’);  (h) 
the  accuracy  of  the  estimated  burden  of 
the  proposed  information  collection  for 
.Standard  Form  714;  (c)  ways  to  enhance 
the  quality,  utility,  and  clarity  of  the 
information  to  he  collected  in  the 
Standard  Form  714;  (d)  ways,  including 
the  u.se  of  information  technology,  to 
minimize  the  burden  of  the  collection  of 
information  on  all  respondents  to  the 
Standard  Form  714;  and  (e)  whether 
small  businesses  are  affected  by  this 
collection.  The  comments  that  are 
submitted  will  he  summarized  and 
included  in  the  ODNI  reipiest  for  Office 
of  Management  and  Budget  (OMB) 
ap])rovai.  All  comments  will  become  a 
matter  of  ])uhlic  record. 

Abstract:  The.  National  .Security  Act  of 
1947,  as  amended  by  the  Intelligence 
Reform  and  Terrorism  Frevention  Act  ol 
2884,  and  Executive  Order  13487, 
“Reforming  Frocesses  Related  to 
.Suitability  for  Government 
Employment,  h’itne.ss  for  Gontractor 
Employees,  and  Eligibility  for  Access  to 
Glassified  National  Security 
Information,’’  authorizes  the  DNI  as  the 
.Security  Executive  Agent  to  develo]) 
.standard  forms  that  promote  uniformity 
and  consistency  in  the  implementation 
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of  the  Government’s  security  clearance 
program. 

The  Financial  Disclosure  Report 
contains  information  that  is  used  to 
assist  in  making  eligibility 
determinations  for  access  to  specifically 
designated  classified  information 
pursuant  to  Executive!  Order  12?)()8, 
“Ac:ce.ss  to  C’.lassified  Information.”  The 
data  may  later  he  used  as  part  of  a 
review  proce.ss  to  evaluate  continued 
eligibility  for  access  to  such  specifically 
designated  classified  information  or  as 
evidence  in  legal  proceedings.  In 
addition,  law  enforcement  entities  may 
use  this  data  where  ])ertinent  to 
appropriate  investigatory  activity. 

Respondent  burden  data  follows 
l)(!low; 

Tith:  Financial  Di.sclosnre  Rejjort. 

OMB  niinilwr:  344()-()()()l . 

Agency  form  miinbcr:  Standard  Form 
714. 

Type  of  review:  Regular. 

Affected  public:  Business  or  other  for- 
profit. 

Estimated  number  of  respondents: 

Hti.OOQ. 

Estimated  time  per  response:  2  hours. 

Erequency  of  response:  Annually. 

Estimated  total  anmi(d  burden  hours: 
172,()()()  hours. 

Dated:  |anuarv  1 1. 20  Kt. 

Mark  VV.  Kwing. 

(Jhiof  Mdiutgenwnl  ()lfi(:(n\ 

ll'K  Doe.  20i;t-()l,'‘,44  Kited  l-24-i:i;  K:4,S  anil 

BILLING  CODE  P 


NATIONAL  SCIENCE  FOUNDATION 

Proposal  Review  Panel  for  Materials 
Research;  Notice  of  Meeting 

In  accordance  with  the  Federal 
Advisory  Committee  Act  (Pnh.  L.  92- 
4(i3  as  amended),  the  National  Science 
Foundation  announces  the  following 
meeting: 

AVi/Jie;  Sit(!  Visit  reviciw  of  the  Malcii  ials 
Research  .Sc;ienc:e  and  Engineering  tienter 
(MRSEC)  at  Yale  University,  also  called 
(ienter  for  Research  on  Interfai:e  Structures 
and  Phenomena,  liy  NSl*'  Division  of 
Materials  Research  (DMR)  #1202 

t)(iles  and  'rimes:  l-'chruary  20.  2012  7:45 
a. 111.-5:00  ]).in. 

P/f/ce;  Yale  llniversily,  New  Haven.  U'l’. 

Ty/ie  of  Meeting:  Part-oiien. 

Contact  Person:  Dr.  Charles  llouldin. 
Program  Director,  Materials  Research  Science 
and  Engineering  Centers  Program.  Division  of 
Malcji'ials  Research,  Room  1005.  National 
Science  Eoundation.  4201  Wilson  Boulevard, 
Arlington,  VA  22220,  Telephone  (702)  292- 
4920. 

Purpose  of  Meeting:  To  provide  advice  and 
recommendations  concerning  further  suj)])ort 
of  the  MRSEC,  at  Yale  Univijrsily. 

Agenda: 


Monday,  February  20 
7:45  a. 111. -9:00  a. 111.  Closiid — Executive 
Se.ssion 

9:00  a. 111. -4:1 5  ]).ni.  Open — Review  of  the 
Yale  MRSEC 

4:15  p. 111. -5:00  p.ni.  Closed — Executive 
Scission 

lieason  for  Closing:'l'\w  work  hcjing 
rciviewed  may  include  infornialion  of  a 
proprietary  or  confidciiitial  nature,  including 
technical  infornialion:  financial  data,  such  as 
salaries  and  |iersonal  infornialion  concerning 
individuals  associalcid  with  Ihc!  ])ro|)osals. 
Tluise  matters  arc!  exempt  under  5  ll..S.(i. 
552h(c:),  (4)  and  (0)  of  the  (Jovernment  in  the 
Sunshine  Ac:t. 

Dated:  )anuary  18,  2012. 

Siisaiine  Bolton, 

Committee  Management  Officer. 

IKK  Doc:.  20i;t-(ll42(i  Kilcicl  1-24-1.2:  8:4,5  am| 
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NUCLEAR  REGULATORY 
COMMISSION 

[Docket  Nos.:  50-250  and  50-251;  NRC- 
2013-0015] 

Turkey  Point,  Units  3  and  4; 

Application  and  Amendment  to  Facility 
Operating  License  Involving  Proposed 
No  Significant  Hazards  Consideration 
Determination 

agency:  Nuclear  Regnlatorv 
Conunis.sion. 

ACTION:  Licen.se  amendment  request; 
o])p(irtunity  to  comment,  reejuest  a 
hearing  and  petition  for  leave  to 
intervene. 


DATES:  Cionunents  must  he  filed  by 
Fehruary  25,  2013.  A  recpiest  for  a 
hearing  must  hi!  filed  by  March  20, 

2013. 

ADDRESSES:  You  may  acce.ss  information 
and  comment  submissions  related  to 
this  document,  which  the  NRG 
jKisse.sses  and  are  publicly  available,  by 
searching  on  http://www.reguIations.gov 
under  Docket  ID  NRG-201 3-0015.  You 
may  submit  comments  by  any  of  the 
following  methods: 

•  Eederal  Uulemaking  Web  site:  CJo  to 
http://www.regnIations.gov  and  .search 
for  Docket  ID  NRG-201 3-001 5.  Addre.ss 
(|uestion.s  about  NRC^  dockets  to  G.arol 
Gallagher;  tele])hone:  301-492-3008; 
email;  Carol. GaUaghei'@nrc. gov. 

•  M(nl  comments  to:  Gindy  Bladey. 
Ghief,  Rules,  Announcements,  and 
DiriK.tives  Branch  (RADB),  Office  of 
Administration,  Mail  Stop;  T\VB-05- 
BOlM,  U.S.  Nuclear  Regnlatorv 
Gommission,  Washington,  DG,  20555- 
0001. 

•  Eax  comments  to:  RADB  at  301- 
492-3440. 


For  additional  direction  on  accessing 
information  and  submitting  comments, 
see  “Accessing  Information  and 
Submitting  Gomments”  in  the 
SUPPLEMENTARY  INFORMATION  section  of 
this  document. 

FOR  FURTHER  INFORMATION  CONTACT: 

Tracy  ).  Grf.  Project  Manager.  Office  of 
Nuclear  Reactor  Regulation.  IJ.S. 

Nuclear  Regulatory  (Commission, 
Washington,  DG  20555;  telephone;  301- 
415-2788;  email;  Tracy.Orf@nrc.gov. 
SUPPLEMENTARY  INFORMATION; 

I.  Accessing  Information  and 
Submitting  (Comments 

A.  Accessing  Information 

Please  refer  to  Docket  ID  NR(C-2013- 
0015  when  contacting  the  NR(C  about 
the  availability  of  information  regarding 
this  document.  You  may  access 
information  related  to  this  document, 
which  the  NRG  posses.ses  and  are 
publicly  available,  by  any  of  the 
following  methods; 

•  Eedend  Rulemaking  Web  site:  (u)  to 
http://www.regulations.gov  and  search 
for  Docket  ID  NRG-201 3-001 5. 

•  NBC's  Agencywide  Documents 
Acce.ss  and  Management  System 
(ADAMS):Yau  may  acce.ss  jtuhliclv 
available  documents  online  in  the  NR(C 
I, i h ra ry  a t  /i / f p ;//m vw. ; 7 rc.gov/ rea d ing- 
rm/adams.html.  To  begin  the  siunch, 
select  "ADAMS  Public  Documents"  and 
then  select  “Begin  Web-based  ADAMS 
Search."  For  problems  with  ADAMS, 
please  contact  the  NR(C’.s  Public 
Document  Room  (PDR)  reference  staff  at 
1-800-397-4209,  301^15-4737.  or  by 
email  to  })dr. resource@nrc.gov.  The 
ADAMS  accession  ninnher  for  each 
document  referenced  in  this  notice  (if 
that  document  is  available  in  ADAMS) 
is  [trovided  the  first  time  that  a 
document  is  referenced.  The  aj)plication 
for  amendments,  dated  September  0, 
2012,  is  available  in  ADAMS  under 
Accession  No.  ML12251A249. 

•  NBC’s  PDB:  Yon  may  examine  and 
purchase  copies  of  public  documents  at 
the  NRG’s  PDR.  Room  G1-F21.  One 
White  Flint  North.  11555  Rockville 
Pike.  Rockville.  Maryland  20852. 

B.  Submitting  Comments 

Please  include  Docket  ID  NRG-201 3- 
0015  in  the  subject  line  of  your 
comment  submission,  in  order  to  ensure 
that  the  NRG  is  able  to  m.ike  your 
comment  submission  available  to  the 
public  in  this  docket. 

The  NRG  cautions  yon  not  to  include 
identifving  or  contact  information  in 
comment  submissions  that  yon  do  not 
want  to  he  publicly  disclosed.  The  NRG 
jjosts  all  comment  submissions  at 
http://www.regulations.gov  as  well  as 
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enters  the  comment  submissions  into 
ADAMS.  'I'lie  NR(]  does  not  edit 
comment  sul)mission.s  to  remove 
identifying  or  contact  information. 

If  yon  are  nuinesting  or  aggregating 
comments  from  other  p(Msons  for 
suhmi.ssion  to  the  NRd.  then  von  sliould 
inform  those  j)er.son.s  not  to  include 
identifying  or  contact  information  in 
their  comment  submissions  that  they  do 
not  want  to  he  publicly  disclosed.  Your 
recjuest  .should  state  that  the  NRC  will 
not  edit  comment  suhmi.ssions  to 
remove  such  information  before  making 
the  comment  submissions  available  to 
the  public  or  entering  the  comment 
submissions  into  ADAMS. 

II.  Introduction 

The  IJ.S.  Nuclear  Regulatory 
Commission  (NRC)  is  considering 
issuance  of  amendments  to  Renewed 
Facility  Operating  Licen.se  Nos.  50-250 
and  50-251.  i.ssned  to  Florida  Rower  K: 
Light  Company  (the  licensee),  for 
operation  of  the  Turkey  Roint  plant 
located  in  Miami-Dade  (bounty,  Florida. 

The  ])roj)osed  amendments  would 
reduce  the  minimum  sodium  tetraborate 
basket  loading  to  7.500  j)ounds  mass 
(Ihm)  in  order  to  le.ssen  llie  long  t(!rm 
sump  1)11  i)rofile.  recover  design  margin, 
and  facilitate  sodium  tetraborate  basket 
loading  and  maintenance  activities. 

Before  issuance  of  the  propo.sed 
license  amendments,  the  Commission 
will  have  made  findings  re(|uired  by  the 
Atomic  Energy  Act  of  1954,  as  amended 
(the  Act),  and  the  (knumission’s 
regulations. 

The  Commission  has  made  a 
proposed  determination  that  the 
amendment  recpiest  involves  no 
significant  hazards  consideration.  Under 
the  Commission’s  regulations  in  section 
50.92  of  Title  10  of  tlie  C'of/e  of  Vadeidl 
Hoguldiions  (10  CFR).  this  means  that 
ojjeration  of  the  facility  in  accordance 
with  the  i)roi)o.sed  amendments  would 
not  (1)  involve  a  significant  increa.se  in 
the  probability  or  consequences  of  an 
accident  previously  evaluated;  or  (2) 
create  the  j)o.ssihility  of  a  new  or 
different  kind  of  accident  from  any 
accident  i)reviously  evaluated;  or  (3) 
involve  a  significant  reduction  in  a 
margin  of  safely.  As  retiuired  by  10  (k-'R 
.50.91(a),  the  licen.see  has  provided  its 
analysis  of  the  issue  of  no  significant 
hazards  consideration,  which  is 
presented  below; 

1.  Do  llie  ])r()))os(!(l  iiiiiendinenis  involvt;  a 
signific;ant  increase  in  the  prol)al)ilily  or 
cons»!(ineiices  of  an  accident  previously 
evaluated? 

No.  The  j)ro|)osed  amendments  do  not 
allect  any  jjrtjcnrsors  to  any  ac:t:ident 
|)revionsly  evaluated.  The  ])roj)os(!d 
amendments  do  allect  the  passive 


r(!circidation  ])H  control  systcan  consisting  of 
ten  stainless  steel  t)aski;ts  loaded  with  NaTH 
[sodium  tetrahorattil  hut  do  not  adversely 
allect  the  system  performance  or  its 
contrihiition  to  the  mitigation  strategy  fora 
(hisign  liasis  large  break  loss  of  coolant 
acci(lent  (LHLOLA).  The  |)ropos(!d  T.S 
[technical  specificalion[  change,  when 
imphMnent(!d.  will  r(!dnc;e  the  minimum 
napiired  NaTH  basket  loading  from  I  I. Util 
Ihm  to  7. ,500  Ihm  in  TS  ;t/4.().2.;t.  This  change 
will  also  lessmi  the  long  term  sump  pi  I 
profile,  allow  recovery  of  design  margin  aTid 
facilitate  NaTIt  basket  loading  and 
maintenance  activities. 

Therefore!,  the  jeroposcul  am(!ndments  do 
not  involve  a  significant  incrciase  in  the 
))rol)ahility  or  cons(!(pi(!nc(!s  of  an  accideiut 
ineviously  evaluated. 

2.  Do  the  |)ro|)osed  amendnu!nts  create!  the 
))e)ssihility  eef  a  ne!w  e)r  eliffe!re!nt  kinel  eif 
ae:e;iele!nt  fre)m  any  aexnelent  ])re!vie)usly 
e!valeiate!el? 

Ne).  The  pre)|)e)se!el  inne!nehne!nts  ek)  ne)t 
elire!e:lly  e)r  inelire!e:tly  affe!e:t  any  re!e:e)gni/.e!el 
ae;e:iele!nt  initiateers.  The!  pre)])e)se!el 
ame!nelme!nts  ele)  aife!e:t  the  jeassive! 
re!e;ire:edcition  |)11  e:e)ntre)l  svste!m  e:e)nsisling  e)f 
ten  stainless  steu!!  haskeMs  le)aele!el  with  NaTH 
hot  ek)  not  aelve!r.se!ly  affe!e:l  the!  syste!m 
pe!rfe)rm:me;e!  e)r  its  eienitrihutieni  lee  the 
mitigatie)!)  stnite!gy  fen'  ii  ekesign  heisis 
LHL()(k\.  The!  pre)pe)se!el  T.S  elnmge!,  whe!n 
im|)k!me!nte!el.  will  re!ehie:e!  the:  minimnm 
re!e|nire!el  NaTH  haskeil  keaeling  fre)m  l  l.Otil 
Ihm  te)  7.500  Ihm  in  T.S  ;t/4.(i.2.:{.  This  e^hiinge! 
will  k!sse!n  the!  lenig  te!rm  snmi)  pll  profile!. 
alk)W  re!e:e)ve!rv  e)f  ek!sign  margin  le)  eip))e!r  |)H 
limits  anel  kiedlitate!  NeiTH  hiiske!!  keeieling  emel 
mainte!nane:e  ae;tivitie!s  while!  it  e:e)ntinue!s  to 
e!nsure!  that  the  ek!sign  basis  mininunn  sump 
pll  e)f  7.0  is  mainlaine!el  lhre)ughe)ul  the! 
re!e:ireailalie)n  plnise!  e)fa  LOLA. 

rhe!re!fe)re!.  the!  ineepeeseul  inne!nelme!nls  ek) 
ne)t  e:re!;ite!  the!  peessihility  e)f  a  ne!W  e)r  eliffe!re!nt 
kinel  e)f  iie:e:iek!nl  freem  ;my  ae;e:iek!nl 
|)re!vie)eisly  eevaleiateeel. 

3.  De)  the!  pre)i)e)se!el  ;nne!nelme!nl.s  inveelve!  a 
significant  re!elue:tie)n  in  the!  nnirgin  e)f  safe!ty? 

Ne).  The!  ])re)pe)se!el  amenehneents  will  re!elne:e! 
the  minimmn  re!e|nire!el  N.'iTH  basket  k)ading 
fienn  ll.Otil  Ihm  te)  7.500  Ihm  in  T.S  :}/4.fi.2.3. 
This  eliange!.  when  imi)k!me!nle!el.  will  idse) 
leesse!))  the!  k)ng  te!rm  sump  |)ll  |)re)fik!.  eilleew 
re!e;e)ve!ry  e)f  ek!sign  niiirgin  te)  n])pe!r  |)ll  limits 
anel  faeiilitiite!  NaTH  haske)!  keaeling  anel 
maintenanea!  ae;tivitie!s.  This  ediange 
eaentinnes  te)  a.sseire  thiit  e:e)ntainme!nt  sum|) 
j)!!  re!;ie;he!s  7.0  by  e)nse!t  e)f  e;e)ntainme!nt  spniy 
re!e:ire:)datie)n  phase  in  re!spe)nse!  le)  ei  LHLOLA 
anel  kesseens  the!  jeesik  anel  k)ng-le!rm  seim|)  pll 
sue:h  that  ])e)st-ae:e;iek!nl  che!mie:al  ))re!e:i))ilale! 
geneenilie)!)  anel  the!  peeteential  fe)r  staink!ss 
ste!e!l  slre!ss  e:e)rre).sie)n  e:r;ie:king  is  re!elue:e!el. 

The!re!fe)re!.  the!  pre)])e)se!el  ame!nelme!nls  ek) 
ne)t  inve)lve!  ei  signifieaml  re!ehie;lie)n  in  the! 
margin  e)f  siife!ty. 

The;  NRCj  .staff  has  reviewed  the 
licen.see’s  analysis  and,  haseel  e)n  this 
review,  it  a])j)ears  that  the  three 
standarels  of  10  (;i'’R  50. 92(c)  are 
salisfieel.  Therefoie,  the  NR(-  .staff 
proposets  to  determine  that  the 
atnendment  request  involves  no 
significant  hazards  con.sideratie)n. 


The  ('.ommission  is  seeking  public 
comments  on  this  jiropet.sed 
determination.  Any  comments  re;ceive;d 
within  .30  elays  after  the  date  of 
publication  of  this  notice  will  he 
considered  in  making  any  final 
determination. 

Normally,  the  (iommi.ssion  will  not 
issue  the  amendments  until  Ihe 
expiration  of  00  days  after  the  date  of 
publication  of  this  notice.  'I'lie 
Commission  may  issue  the  license 
amendments  before  expiration  of  the  00- 
day  period  jtrovided  that  its  final 
detei’inination  is  that  the  amendments 
involve  no  significant  hazards 
consideration.  In  addition,  the 
Commission  may  issue  the  amendments 
prior  to  the  expiration  of  the  30-day 
comment  period  should  circumstances 
change  during  the  30-day  comment 
jieriod  such  that  failure  to  act  in  a 
timely  way  would  result,  for  exami)le, 
in  derating  or  shutdown  of  the  facilitv. 
.Should  the  Commission  take  action 
prior  to  the  expiration  of  either  the 
comment  ])eriod  or  the  notice  ])eriod.  it 
will  publish  in  the  Federal  Register  a 
notice  of  issuance.  Should  the 
C.ommi.ssion  make  a  final  No  Significant 
Hazards  (lonsideration  Determination, 
any  hearing  will  take  ])lace  after 
issuance.  The  (’.ommission  expects  that 
the  need  to  take  this  action  will  occur 
very  infrequentlv. 

III.  Opportunity  'I'o  Request  a  Hearing; 
Petition  for  Leave  To  Intervene 

Within  (iO  days  after  the  date  of 
publication  of  this  notice,  any  person(s) 
who.se  interest  may  he  affected  by  this 
action  may  file  a  recpiest  for  a  hearing 
and  a  petition  to  intervene  with  respect 
to  i.ssuance  of  the  amendments  to  the 
subject  facility  o])erating  licen.ses. 
Reque.sts  for  a  hearing  and  a  ])etition  for 
leave  to  intervene  shall  he  filed  in 
accordance  with  the  Commission’s 
“Rules  of  Rractice  for  Domestic 
Licensing  Rroceedings’’  in  10  ("FR  part 
2.  Interested  per.son(s)  .should  consult  a 
current  copy  of  10  CFR  2.309,  which  is 
available  at  the  NRC’s  RDR,  loi;ated  at 
(11F21,  11555  Rockville  Rike  (first 
floor),  Rockville,  Maryland  20H52.  The 
NRC  regulations  are  available 
electronically  from  the  NRC  Lihrarv  on 
the  NRC’s  Web  site  at  http:// 
wivii. iirc.gov/wading-i  nt/(h)c- 
collactions/cfr/.  If  a  retjuest  for  a  hearing 
or  ])etition  for  leave  to  intervene  is  filed 
by  the  above  date,  the  Commission  or  a 
presiding  officer  designated  by  the 
Commi.ssion  or  hv  the  Chief 
Admini.strative  Judge  of  the  Atomic 
.Safely  and  Licensing  Board  Ranel,  will 
rule  on  the  request  and/or  petition;  and 
the  .Secretary  or  the  Chief 
Administrative  Judge  of  the  Atomic 
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Safety  and  Licensing  Board  will  issue  a 
notice  of  a  hearing  or  an  ajjjjropriate 
order. 

As  re(]nired  by  10  (IFR  2.309,  a 
petition  for  leave  to  intervene  shall  set 
forth  with  particularity  the  interest  of 
the  i)etitioner  in  the  ])roceeding,  and 
how  that  interest  may  he  affected  hy  the 
results  of  the  proceeding.  TIk;  ])etition 
should  specifically  (ixplain  the  reasons 
why  intervention  should  he  permitted 
with  |)articular  reference  to  the 
following  general  recpurements;  (1)  The 
name,  acldress  and  telejihone  number  of 
the  recpie.stor  or  petitioner;  (2)  the 
nature  of  the  requestor’s/petitioner’s 
right  under  the  Act  to  he  made  a  party 
to  the  proceeding:  (3)  the  nature  and 
extent  of  the  requestor'.s/petitioner’s 
property,  financial,  or  other  interest  in 
the  ])roceeding;  and  (4)  the  j)ossihle 
effect  of  any  decision  or  order  which 
may  he  entered  in  tin;  jiroceeding  on  the 
r(Kiuestor’s/])etitioner's  interest.  The 
petition  must  also  identify  the  specific 
contentions  which  the  recjue.stor/ 
piititioner  seeks  to  have  litigated  at  the 
])roceeding. 

Each  contention  must  consist  of  a 
si)ecific  statement  of  the  issue  of  law  or 
fact  to  he  raised  or  controverted.  In 
addition,  the  recpiestor/petitioner  shall 
provide  a  brief  explanation  of  the  bases 
for  the  contention  and  a  concise 
.statement  of  the  alleged  fads  or  ex])ert 
oi)inion  which  .siqiport  the  contention 
and  on  which  the  petitioner  intends  to 
rely  in  proving  the  conttmtion  at  the 
hearing.  The  reciuestor/petitioner  must 
also  provide  references  to  those  sjjecific 
sources  and  documents  of  which  the 
petitioner  is  aware  and  on  which  the 
p(!titioner  intends  to  rely  to  e.stahlish 
those  facts  or  expert  o])inion.  The 
petition  must  include  sufficient 
information  to  show  that  a  genuine 
dispute  exists  with  the  ajjplicant  on  a 
material  issue  of  law  or  fact. 

Contentions  shall  he  limiteul  to  matters 
within  the  .scoi)e  of  the  amendments 
under  consideration.  The  contention 
mu.st  he  one  which,  if  ])roven,  would 
entitle  the  petitioner  to  relief.  A 
r(ujuestor/])etitioner  who  fails  to  satisfy 
these  re(]uir(;ments  with  res|)ect  to  at 
least  one  contention  will  not  he 
permitted  to  partici])ate  as  a  j)arty. 

Those  permitted  to  intervene  become 
])arties  to  the  jiroceeding,  subject  to  any 
limitations  in  the  order  granting  leave  to 
intervene,  and  have  the  ojijiortimity  to 
jiarticijiate  fully  in  the  conduct  of  the 
hearing. 

If  a  hearing  is  recjuested.  the 
Ciommi.ssion  will  make  a  final 
determination  on  the  issue  of  no 
significant  hazards  consideration.  The 
final  determination  will  .serve  to  dec:ide 
when  the  hearing  is  held.  If  the  final 


determination  is  that  the  amendment 
re(juest  involves  no  significant  hazards 
consideration,  the  Commission  may 
issue  the  amendments  and  make  them 
immediately  effective,  notwith.standing 
the  recjuest  for  a  hearing.  Any  hearing 
held  would  take  jilace  after  i.ssuance  of 
the  amendments.  If  the  final 
determination  is  that  the  aimaidment 
recjuest  involves  a  significant  hazards 
consideration,  then  any  hearing  held 
wonld  take  jilace  before  the  issuance  of 
the  amendments. 

IV.  Electronic  Submissions  (E-Filing) 

All  documents  filed  in  NRC 
adjudicatory  jiroceedings,  including  a 
rcujuest  for  hearing,  a  jietition  for  leave 
to  intervcaie,  any  motion  or  other 
document  filed  in  the  proceeding  j)rior 
to  the  submission  of  a  rcKjuccst  for 
hearing  or  j)etition  to  intervene,  and 
documents  filed  by  intercjsted 
governmental  (entities  jeartieijeating 
undeer  10  CFR  2.315(c),  must  he  filed  in 
accordance  with  the  NRC’s  E-Filing  rule 
(72  FR  49139;  August  28,  2007).  The  E- 
Filing  jerocess  rceejuires  jeartieijeants  to 
submit  and  serve  all  adjudicatory 
documents  oveer  the  Internet,  or  in  some 
ca.ses  to  mail  cojnees  on  ehectronic 
storage  media.  Rartieijeants  may  not 
submit  jeajier  cojeices  of  their  filings 
unless  they  sceek  an  exemjetion  in 
accordance  with  the  jerocedurces 
descriheed  below. 

To  comj)ly  with  the;  jeroccedural 
reejuirements  of  E-Filing,  at  beast  ten  10 
days  jerior  to  the  filing  deadline,  the 
jeartieijeant  .should  contact  the  Office  of 
the  Scecretary  hy  email  at 
hHaring.({ockf^t@nrc.gov.  or  hy  telejehone 
at  301-415-1077,  to  reequest  (1)  a  digital 
identification  (ID)  certificate,  which 
allows  the  jeartieijeant  (or  its  counsel  or 
rejerce.sentative)  to  digitally  sign 
documents  and  access  the  E-Suhmittal 
server  for  any  jeroceeding  in  which  it  is 
jeartieijeating;  and  (2)  advise  the 
Secrcetarv  that  the  jeartieijeant  will  be 
submitting  a  reequest  or  jeetition  for 
hcearing  (even  in  instancces  in  which  the 
jeartieijeant,  or  its  counsel  or 
rejere.sentative,  already  holds  an  NRC- 
issiued  digital  ID  certificate).  Based  ujeon 
this  information,  the  Scecretarv  will 
e.stahlish  an  elcectronic  dockcet  for  the 
hearing  in  this  jerocceceding  if  the 
Secrcetarv  has  not  alrceady  established  an 
elcectronic  dockcet. 

Information  about  ajej)lying  for  a 
digital  ID  certificate  is  available  on  the 
NRC’s  jeuhlic  Wceh  site  at  http:// 
www.nrc.gov/sitti-holp/c-subinittdls/ 
(ippIv-cdrtificatHs.htnil.  System 
rceejuirements  for  acccessing  the  E- 
Suhmittal  scerveer  are  detailed  in  the 
NRC’s  “Cuidance  for  Elcectronic 
Submission,”  which  is  available  on  the 


NRC’s  jeuhlic  Wceh  site  at  http:// 
www.nrc.gov/sitd-hHlp/e- 
sul)mittals.html.  Partieijeants  may 
attcemjet  to  use  other  software  not  listced 
on  the  Wceh  site,  hut  .should  note  that  the 
NRC’s  E-Filing  .system  doces  not  sujejeort 
unlisted  software,  and  the  NRC  Mceta 
System  lielje  Desk  will  not  he  able  to 
oiler  a.ssistancce  in  using  unlistced 
software. 

If  a  jeartieijeant  is  celcectronically 
.submitting  a  document  to  the  NRC  in 
accordance  with  the  E-Filing  rule,  the 
jeartieijeant  must  file  the  documcent 
using  the  NRC’s  online,  Weh-hased 
submission  form.  In  order  to  serve 
documents  through  the  Electronic 
Information  Exchange  Systcmi.  users 
will  he  reejuired  to  install  a  Web 
browser  j)lug-in  from  the  NRC’s  Web 
site.  Further  information  on  the  Weh- 
hased  submission  form,  including  the 
installation  of  the  Weeh  browser  j)lug-in, 
is  available  on  the  NRC’s  jcuhlic  Wei) 
site  at  http://\v\\’\v.nr(:.gov/site-hdlp/e- 
subinittdls.htnil. 

Once  a  j)articij)ant  has  obtained  a 
digital  ID  certificate  and  a  docket  has 
been  created,  the  j)articij)ant  can  then 
submit  a  recjuest  for  hearing  or  j)etition 
for  leave  to  intervene.  Submissions 
.should  he  in  Portable  Document  Format 
(PDF)  in  accordance  with  the  NRC 
guidance  available  on  the  NRC’s  j)uhli(: 
Wei)  site  at  http://\v\v\v.nr(:.gov/site- 
hdlp/d-sdhinittdls.htiiil.  A  filing  is 
considered  cc)mj)lete  at  the  time  the 
documents  are  submitted  through  the 
NRC’s  E-Filing  system.  To  he  timelv,  an 
electronic  filing  mu.st  he  submitted  to 
the  E-Filing  system  no  later  than  11;59 
j).m.  Eastern  Time  on  the  due  date. 

Uj)()n  receij)t  of  a  transmission,  the  E- 
Filing  system  time-stamj)s  the  document 
and  sends  the  submitter  an  email  notice 
confirming  receij)t  of  the  document.  The 
E-Filing  sy.stem  also  distributes  an  email 
notice  that  j)rc)vi(les  access  to  the 
document  to  the  NRC’s  Office  of  the 
General  Counsel  and  any  others  who 
have  advised  the  Office  of  the  Secretary 
that  they  wish  to  j)articij)ate  in  the 
j)roceeding.  so  that  the  filer  need  not 
.serve  the  documents  on  tho.se 
j)articij)ant.s  .sej)arately.  Therefore. 
aj)j)licant.s  and  other  j)articij)ant.s  (or 
their  counsel  or  rej)resentative)  mu.st 
aj)j)lv  for  and  receive  a  digital  ID 
certificate  before  a  hearing  recjuest/ 
j)etiti()n  to  intervene  is  filed  so  that  they 
can  obtain  acce.ss  to  the  document  via 
the  E-Filing  svstem. 

A  j)ers()n  filing  electronically  using 
the  NRC’s  adjudicatory  E-Filing  sy.stem 
may  .seek  assi.stance  by  contacting  the 
NRC  Meta  Sy.stem  llelj)  Desk  through 
the  “Contact  Us”  link  located  on  the 
NRC’s  j)uhlic  Wei)  site  at  http:// 
www.nrc.gov/sitd-hdlp/d- 
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suhniUtdls.html,  by  (anail  to 
MSHD.I{esoun:d@nn:.go\’.  or  bv  a  toll- 
tr(M!  call  to  l-«(i(i-(i72-7(i4().  flu;  NKC 
Mota  ,Sv.stom  llolj)  D(;sk  is  available 
lM;t\veen  8  a.m.  and  8  p.m..  Kastorn 
Time,  Monday  througli  Friday, 
excluding  government  holidays. 

Participants  who  believe  that  they 
have  a  good  cause  for  not  subnhlling 
documents  electronicallv  must  file  an 
exemption  recpiest,  in  acc;ordance  with 
10  (3’R  2.302(g).  with  their  initial  paj)er 
fding  n;{|ue.sting  authorization  to 
continue  to  submit  documents  in  pai)er 
format.  Such  filings  must  be  submitted 
by:  (1)  First  class  mail  addressed  to  the 
(iffice  of  the  Secretary  of  the 
Commission.  U.S.  Nuclear  Regulatory 
Commi.ssion,  Washington,  DC  2055.5- 
0001.  Attention:  Rulemaking  and 
Adjudications  Staff;  or  (2)  courier, 
express  mail,  or  exp(;dited  delivery 
.service  to  the  Office  of  the  .Secretary. 
.Sixteenth  Floor.  One  White  Flint  North. 
11555  Rockville  Pike.  Rockville. 
Maryland  20852,  Attention:  Ridemaking 
and  Adjudications  .Staff.  Participants 
hling  a  document  in  this  manner  are 
responsible  for  .serving  the  document  on 
all  other  participants.  Filing  is 
considered  complete  by  first-class  mail 
as  of  the  time  of  deposit  in  the  mail,  or 
by  courier,  express  mail,  or  expedited 
delivery  service  upon  dejiositing  the 
document  with  the  jirovider  of  the 
.service.  A  presiding  officer,  having 
granted  an  exemption  reipiest  from 
using  F-Filing,  may  require  a  participant 
or  party  to  u.se  F-Filing  if  the  jiresiding 
officer  sub.seijuently  determines  that  the 
rea.son  for  granting  the  exemption  from 
u.se  of  F-Filing  no  longer  exists. 

Documents  submitted  in  adjudicatorv 
proceedings  will  ajijiear  in  the  NRC’s 
electronic  hearing  docket  which  is 
available  to  the  public  at  hUp:// 
e/u/l.nrc.gov/e/u//,  unle.ss  excluded 
jnirsuant  to  an  order  of  the  Cximmission, 
or  the  presiding  offit;er.  Participants  are 
requested  not  to  include  personal 
privacy  information,  such  as  social 
.security  numbiirs.  home  addresses,  or 
home  jihone  numbers  in  their  filings, 
unle.ss  an  NRC  regulation  or  other  law 
requires  submi.ssion  of  such 
information.  With  respect  to 
copyrighted  works,  except  for  limited 
excerjits  that  serve  the  purpose  of  the 
adjudicatory  filings  and  would 
constitute  a  Fair  Use  ajiplication, 
|)artici])ant.s  are  niipiested  not  to  include 
cojiyrighted  materials  in  their 
suiimission. 

Petitions  for  leave  to  intervene  must 
be  filed  no  later  than  80  days  from 
January  25,  2013.  Reque.sts  for  hearing, 
j)(;titions  for  leave  to  intervene,  and 
motions  for  leave  to  file  new  or 
amended  contentions  that  are  filed  after 


tin;  80-day  diiadline  will  not  be 
entertained  ab.sent  a  determination  by 
the  ])residing  officer  that  the  filing 
demonstrates  good  cau.se  bv  satisfving 
the  following  three  factors  in  10  CFR 
2.300(c)(1):  (i)  The  information  upon 
which  the  filing  is  ba.sed  was  not 
previously  available;  (ii)  the  iid'ormation 
uj)on  which  the  filing  is  ba.sed  is 
materially  different  from  information 
])reviously  available;  and  (hi)  the  filing 
has  been  submitted  in  a  timely  fashion 
ba.sed  on  the  availability  of  the 
subseipient  information. 

For  further  details  with  respect  to  this 
action,  see  the  application  for 
amendments  dated  .Sejitember  8,  2012. 

Aitornnv  for  liconsoo:  James  Petro. 
Managing  Attorney — Nuclear,  Florida 
Power  &  Light.  P.Q.  Box  14000,  Juno 
Beach,  Florida  33408-0420. 

l)iil(!(l  at  Rockville.  Maryland,  this  Kith  day 
of  lanuary  2013. 

For  the  Nuclear  RiJgulatory  (loinmission. 
I’racy  J.  Orf, 

Project  M(iiui<>cr.  Plant  Licensing  Branch  II- 
2.  Division  of  Operating  Beactor  Licensing. 
Office  ofX'nclear  Beactor  Begnlation. 

|FK  One.  Filed  l-24-i:i;  K;4,')  inn| 

BILLING  CODE  7590-01 -P 


NUCLEAR  REGULATORY 
COMMISSION 

[Docket  Nos.  052-00025  and  052-00026; 
NRC-2008-0252] 

Vogtie  Electric  Generating  Plant,  Units 
3  and  4;  Application  and  Amendment 
to  Combined  Licenses  Involving 
Proposed  No  Significant  Hazards 
Consideration  Determination 

AGENCY:  Nuclear  Regulatory 
Uommi.ssion. 

ACTION;  Licen.se  amendment  request; 
opportunity  to  comment,  riiijuest  a 
hearing  and  petition  for  leave  to 
intervene. 


DATES:  Comments  must  be  filed  by 
February  25,  2013.  A  reipiest  for  a 
bearing  mu.st  be  filed  bv  March  28, 

2013. 

ADDRESSES:  You  may  acce.ss  information 
and  comment  submissions  related  to 
this  document,  which  the  NRC 
po.ssesses  and  are  publicly  available,  by 
searching  on  http:/ /\v\v\v .reguhitions.gov 
under  Docket  ID  NRC— 2008-0252.  You 
may  submit  comments  by  any  of  the 
following  methods; 

•  Federal  Ihileinaking  Weh  site:  Cio  to 
http://\v\v\v. regulations. gov  and  search 
for  Docki-'t  ID  NRC^-2008-0252.  Addre.ss 
ipie.stions  about  NRC  dockets  to  Carol 
Callagher;  telephone:  301-492-3()88: 
email:  CaroI.ChiHagher@nrc.gov. 


•  Mail  continents  to:  Cindy  Bladey, 
Chief,  Rules,  Announcements,  and 
Directives  Branch  (RADB),  Office  of 
Administration,  Mail  .Stop:  TWB-05— 
BOlM,  IJ..S.  Nuclear  Regulatory 
Commi.ssion,  Washington.  DC  2055.5- 
0001. 

•  Fax  comments  to:  RADB  at  301- 
402-3448. 

l'’or  additional  direction  on  accessing 
information  and  submitting  comments, 
.see  “Accessing  Information  and 
.Submitting  (Comments”  in  the 
SUPPLEMENTARY  INFORMATION  section  of 
this  document. 

FOR  FURTHER  INFORMATION  CONTACT: 

Ravindra  Joshi,  Office  of  New  Reactors, 
U.S.  Nuclear  Regulatorv  Commission, 
Washington,  DC  20555-0001;  telejihone; 
301-415-8191;  email: 
ravindra.joshi@nrc.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Ac:ce.ssing  Information  and 
Submitting  Comments 

/\.  Accessing  Information 

Please  refer  to  Dockiit  ID  NRC-2008- 
0252  when  contacting  the  NRC  about 
the  availability  of  information  regarding 
this  document.  You  may  acce.ss 
information  related  to  this  document, 
which  the  NRC  possesses  and  are 
iniblicly  available,  by  any  of  the 
following  methods: 

•  Ihideral  nulemaking  Weh  site:  Co  to 
htt})://\v\v\v.regulat ions.gov  and  search 
for  Docket  ID  NRC-2008-0252. 

•  NHC's  Agencvwide  Documents 
y\ccess  and  Management  System 
(ADAMS):You  may  acce.ss  publicly 
available  documents  online  in  the  NRC 
Library  at  http://\v\v\v.nrc.gov/reading- 
rm/adams.htnd.  To  begin  the  search, 
select  “ADAMS  Public  Documents”  and 
then  .select  “Begin  Web-based  ADAMS 
Search.”  For  jiroblems  with  ADAM.S, 
please  contact  the  NRC's  Public 
Document  Room  (PDR)  reference  staff  at 
1-800-397-4209,  301-415-4737,  or  by 
email  to  jidr. resource@nrc.gov.  'Lhe 
ADAM.S  accession  number  for  each 
document  referenced  in  this  notice  (if 
that  document  is  available  in  ADAM.S) 
is  jirovided  the  first  time  that  a 
document  is  referenced.  The  application 
for  amendment,  dated  January  15,  2013, 
is  available  in  ADAM.S  under  Acce.ssion 
No.  ML13018A189. 

•  NHC's  PDH:  You  may  iixamine  and 
purchase  cojiies  of  ])ubhc  documents  at 
the  NRC’s  PDR.  Room  ()1-F21,  One 
White  Flint  North.  11555  Rockville 
Pike.  Rockville,  Maryland  20852. 

H.  Submitting  Comments 

Please  include  Docket  ID  NRC-2008- 
0252  in  the  subject  line  of  your 
comment  submission,  in  order  to  ensure 
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that  the  NRC  i.s  al)le  to  make  your 
comment  suhmi.ssion  available  to  the 
])ul)lic  in  this  docket. 

'I’he  NRC  cautions  you  not  to  include 
identifying  or  contact  information  that 
that  you  do  not  want  to  he  j)uhliclv 
disclo.sed  in  your  comment  suhmi.ssion. 
The  NRC  will  po.st  all  comment 
suhmissions  at  hllp:// 
w’mv.ragiildtions.gov  na  well  as  enter  the 
comment  .suhmis.sit)n.s  into  ADAMS. 

The  NRC  does  not  routinely  edit 
comment  suhmissions  to  nmiove 
identifying  or  contact  information. 

If  yon  an;  recjiiesting  or  aggregating 
comments  from  other  persons  for 
submission  to  the  NRC,  then  you  should 
inform  those  persons  not  to  include 
identifying  or  contact  information  that 
they  do  not  want  to  he  publicly 
disclosed  in  their  comment  submission. 
Your  r(!(|ue.st  should  state  that  the  NRC 
does  not  routinely  edit  comment 
submissions  to  remove  such  information 
before  making  the  comment 
suhmissions  available  to  the  public  or 
entering  the  comment  suhmi.ssions  into 
ADAMS. 

II.  Introduction 

The  I  I.S.  Nuchiar  Regulatory 
Commission  (NRC)  i.s  considering 
issuance  of  an  amendment  to  Combined 
Licenses  (Nl’IMD  and  NRF-t)2).  issued 
to  Southern  Nuclear  Operating 
Company.  Inc:.  (SNC).  and  Ceorgia 
Rower  Company,  Oglethorpe  Rower 
Cor|)oration,  Municipal  Electric 
Authority  of  Cciorgia,  and  the  City  of 
Dalton,  Ceorgia  (the  licensee),  for 
construction  and  operation  of  the  Vogtle 
Elcjctric  (jenerating  Riant  (VECR).  Units 
3  and  4  located  in  Burke  County. 

Ceorgia. 

The  proposed  amendment  woidd 
dejKirt  from  VECR  Units  3  and  4  plant- 
specific  Design  Control  Document 
(DCD)  Tier  2*  material  incorporated  into 
the  Updated  Final  Safety  Analysis 
Report  (UFSAR)  to  clarify  the 
re(|uirements  for  shear  reinforcement 
spacing  in  the  nuclear  island  hasemat 
below  the  auxiliary  building.  The 
proposed  change  would  modify  the 
provisions  for  maximum  spacing  of  the 
shear  reinforcement  in  the  hascnnat 
below  the  auxiliary  building. 

Bcifore  is.suance  of  the  proposed 
license  amendment,  the  (iommission 
will  have  made  luidings  retjuired  by  the 
Atomic  Energy  Act  of  1954.  as  amended 
(the  Act),  and  the  Commission's 
regulations. 

The  Commission  has  made  a 
j)ropo.sed  determination  that  the 
amendment  re(jue.st  involves  no 
significant  hazards  consideration.  Under 
the  Commission’s  regulations  in  section 
50.92  of  Title  10  of  the  Code  o/  /'edero/ 


(10  CFR),  this  means  that 
o])eration  of  the  facility  in  accordance 
with  the  proposed  amendment  wonld 
not  (1)  involve  a  significant  increa.se  in 
the  j)rohahility  or  consequences  of  an 
accident  previously  evaluated;  or  (2) 
create  the  ])os.sil)ility  of  a  mnv  or 
different  kind  of  accident  from  any 
accident  previously  evaluated:  or  (3) 
involve  a  significant  reduction  in  a 
margin  of  safety.  As  required  by  10  CFR 
50.91(a),  the  licensee  has  provided  its 
analysis  of  the  issue  of  no  significant 
hazards  consideration,  which  i.s 
presented  below: 

1.  Does  tlu!  iiroposed  amendment  involve; 
a  signiricanl  increase  in  tin;  prol)al)ilily  or 
(:onse(pu;nc:(;s  of  an  at;cid(;nl  pr(;vionsly 
(;valnated? 

Response:  No. 

Tlu;  design  function  of  tlu;  hasemat  is  to 
provide;  tlu;  inte;rfae:e;  he;twe;e;n  tlu;  iuu:le;ar 
islanel  .strne;tnre;s  anel  tlu;  snpj)e)rting  se)il  or 
re)e:k.  Tlu;  l)ase;mat  transfe;rs  tlu;  leuui  e)f 
nue:le;ar  islanel  strne:lure;s  te;  the;  snpjjeerting 
seiil  e)r  re)e:k  anel  transmits  se;ismie:  meetieens 
freem  tlu;  snp|)e)rting  seed  eir  re)e;k  te;  tlu; 
nue:le;<ir  islanel. 

Tlu;  e:larifie:atie)n  e)f  tlu;  re;einire;nu;nts  lor 
shear  re;infe)re:e;nu;nt  sp:ie:ing  in  the;  ARIOOO 
hiise;mat  ele)e;s  ne)t  have;  an  aelve;r.se;  impae:t  een 
the;  re;spe)nse;  eif  the;  hase;nuit  ;mel  mu:le;ar 
islenul  strne;ture;s  te;  s;ife;  shntele)\vn 
e;iirtheinake;  gre)imel  nu)tie)ns  e)r  leeiuls  ehu;  te; 
antie:ipate;el  transie;nts  e)r  |)e)stnlate;el  ae;e:iele;nt 
e:e)nelitie)ns.  Tlu;  e:larifie:iitie)n  e)f  the; 
re;eieure;nu;nt.s  fe)r  she;ar  re;infe)re:e;nu;nt  s])iie;ing 
in  the;  Al’lDDt)  hase;m;it  ele)e;s  neit  impae:t  the; 
sn])i)e)rt.  ele;sign.  e)r  e)])e;ratie)n  eef  nu;e:hanie:id 
iinel  fluiel  syste;ms.  I'here;  is  lU)  e:hange;  te; 
phmt  syste;nis  e)r  tlu;  re;s])e)nse;  e)f  systems  te; 
pe)stnhite;el  iie;e:iele;nt  e:e)nelitie)ns.  Tlu;re;  is  lU) 
e:hange;  te;  the;  ])re;elie:te;el  nieiie)cie:tive;  re;le;ase;s 
eiue  te)  neermal  e)pe;ratie)n  eer  |)e)stnlate;el 
ae:e:iele;nt  e:e)nelitie)n.s.  The  pliint  re;spe)nse;  to 
previeensly  e;valnate;el  ;u;e:iele;nts  e)r  e;xte;rnal 
e;ve;nts  is  ne)t  iulve;rse;ly  affe;e:te;el,  neer  ele)e;s  tlu; 
e:hange;  ele;se:rihe;el  e:re;iile;  any  new  ae;e:iele;nt 
pre;e;nrse)rs.  The;re;fe)re;.  the;re;  is  lU)  signifie:ant 
ine;re;ase;  in  the  lereehiihility  eer  e;e)n.se;e]iu;ne;e;s 
e)f  an  ae;e:ielent  pre;vie)usly  e;valnate;d. 

2.  Deees  the  pre)pe)se;el  amenelment  e:re;;ite; 
tlu;  pe)ssihility  of  a  ne;w  e)r  eliffe;re;nt  kinel  e)f 
ae;e:iele;nt  freem  any  ae:e;iele;nt  previeeiisly 
evalnateel? 

Re;si)e)nse;;  Ne). 

The;  ])re)])e)se;el  e;himge;  i.s  te)  e:l:irify  the; 
re;e]nire;me;nts  lor  she;ar  re;infe)re:e;nu;nl  s|)ae;ing 
in  the;  nne:le;ar  ishmel  hasenuit.  Tlu; 
e:larifie:atie)n  e)f  the;  re;e]nire;me;nts  lor  shear 
re;infe)re:e;me;nt  spae;ing  in  the;  nne:le;ar  islanel 
hiise;m:it  ele)e;.s  ne)t  e:himge;  the;  ele;sign  e)f  the; 
hasemeit  e)r  nne;le;ar  ishmel  striu:tnre;s.  The; 
e:hirifie:iitie)n  e)f  the;  re;epnre;nu;nts  lor  slu;;ir 
re;infe)re:e;nu;nt  spae:ing  in  the;  nne:le;ar  islanel 
hasemat  eie)e;.s  ne)t  e:lumge  the;  ele;sign  fnne:tie)n. 
sni)pe)rt.  ele;sign.  e)r  e)pe;ratie)n  e)f  nu;e:lumie;al 
iinel  flniel  systems.  The;  e:larifie;atie)n  e)f  the; 
re;e|nire;nu;nt.s  Ibr  she;iir  re;infe)re;e;nu;nt  s))ae:ing 
in  the;  mu:le;iir  ishmel  ha.semat  eleees  ne)t  result 
in  a  new  hnliire  nu;e:hanism  lor  the;  hasemat 
e)r  ne;w  ae;e;iele;nt  j)re;e:nrse)rs.  As  ii  re;.snlt,  tlu; 
elesign  functie)n  e)f  the;  hase;mat  is  ne)t 
aelve;rse;ly  affe;e:te;el  hv  the;  pre)])e)se;el  e;hange;. 


The;re;fe)re;.  the;  pre)pe)se;el  e;hange;  will  ne)t 
e:re;ate;  the;  i)e)ssihility  e)f  a  new  eer  eliffe;re;nt 
kinel  e)f  ae:e:iele;nt  fre)m  anv  ae:e:iele;nt 
])re;vie)uslv  e;valniite;el. 

.3.  De)e;s  the;  pre)pe)se;el  anu;nelme;nt  inve)lve; 
a  signifie:ant  re;elue:tion  in  ii  margin  e)f  salety? 

Re;s])e)nse;:  Ne). 

Ne)  safe;ty  iinalysis  e)r  ele;sign  hiisis 
ae:e;e;i)time;e;  limit/e;rite;rie)n  is  e;halle;nge;el  e)r 
e;xe;e;e;ele;el  hy  the;  pre)i)e)se;el  e:hange;s.  thus.  lU) 
margin  e)f  salety  is  re;elne:e;el.  rlu;re;fe)re;.  the; 
])re)])e)se;ei  amenelment  eloes  ne)t  inveelve;  a 
signifie:imt  re;elne:tie)n  in  a  margin  e)f  saletv. 

Tlu;  NRC  .staff  luis  re;vi(;we;d  the; 
licem.soo’s  analysis  and.  based  on  this 
review,  it  appears  that  the  three 
.standards  of  10  CFR  50. 92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
propo.ses  te)  determine  that  the 
amendment  request  inveilves  no 
significant  hazards  consieleration. 

The  Commission  is  seeking  public 
cemiments  on  this  propo.sed 
deteu'inination.  Any  comments  received 
within  30  days  after  the  date  of 
publication  of  this  notit:e  will  he 
considered  in  making  any  final 
determination. 

Normally,  the  Commi.ssion  will  not 
issue  the  amendment  until  the 
expiration  of  00  days  after  the  date  of 
publication  of  this  notice.  The 
Commi.ssion  may  issue  the  license 
amendment  before  expiration  of  the  (iO- 
day  period  provided  that  its  final 
determination  is  that  the  amendment 
involv(;s  no  significant  hazards 
consideration.  In  addition,  the 
Commi.ssion  may  issue  the  amendment 
jirior  to  the  expiration  of  the  30-day 
comment  period  should  circumstances 
change  during  the  30-day  comment 
period  such  that  failure  to  act  in  a 
timely  way  would  result,  for  example, 
in  derating  or  .shutdown  of  the  facility. 
Should  the  Commission  take  action 
prior  to  the  expiration  of  either  the 
comment  j)eriod  or  the  notice  period,  it 
will  publish  in  the  Federal  Register  a 
notice  of  issuance.  Should  the 
Commi.ssion  make  a  final  No  Significant 
Hazards  Consideration  Determination, 
any  hearing  will  take  place  after 
issuance.  The  Commission  expects  that 
the  need  to  take  this  action  will  occur 
verv  infre(juently. 

III.  Opportunity  To  Request  a  Hearing; 
Petition  for  Leave  To  Intervene 

Within  (it)  days  after  the  date  of 
])uhlication  of  this  notice,  any  per.son(.s) 
whose  interest  may  he  affected  by  this 
action  may  file  a  request  for  a  hearing 
and  a  petition  to  intervene  with  re.sj)ect 
to  is.suance  of  the  amendment  to  the 
subject  combined  licenses.  Recjiiests  for 
a  hearing  and  a  jietition  for  leave  to 
intervene  shall  he  filed  in  accordance 
with  the  Commission’s  “Rules  of 
Rractice  for  Domestic  Licensing 
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Pr()(:(u;dings”  in  10  CFR  Part  2. 

Interested  jMirsonls)  should  consult  a 
current  cojyv  of  10  (^FR  2.309,  which  is 
available  at  the  NRC's  PDR,  located  at 
()1F21,  115.5.5  Rockville  Pike  (first 
iloor).  Rockville.  Maryland  20852.  NRG 
nigulatious  are  acce.ssihle  electronically 
from  the  NRG  Lihrarv  on  the  NRfi  VVeh 
site  at  http  J/www.nrc.f^ov/ivadiiv^-vm/ 
doc-colh^clions/cfr/.  If  a  recjuest  for  a 
hearing  or  petition  for  leave  to  intervene 
is  filed  by  the  above  date,  the 
Gonnni.ssion  or  a  presiding  officer 
designat(!d  by  the  ("oinmission  or  hv  the 
('.hief  Administrative  Judge  of  the 
Atomic  Safety  and  Licensing  Board 
Panel,  will  rule  on  the  recpiest  and/or 
petition:  and  the  .Secretary  or  the  Ghief 
Administrative  Judge  of  tlie  Atomic 
.Safety  and  Licensing  Board  will  issue  a 
notice  of  a  hearing  or  an  ap])ropriate 
ordei'. 

As  recjnired  by  10  GFR  2.309.  a 
petition  for  leave  to  intervene  shall  set 
forth  with  particularity  the  intere.st  of 
the  j)etitioner  in  the  j)roceeding.  and 
how  that  intere.st  may  he  affect  (id  hv  the 
results  of  the  proceeding.  'LIk!  ])etition 
.should  sjHicifically  explain  the  reasons 
why  intervention  should  he  permitted 
with  particular  reference  to  tin; 
following  gcmeral  re(|nirements:  (Ij  'I'he 
naim;,  addre.ss  and  telephone  nnmher  of 
the  recjue.stor  or  ])etitioner;  (2j  the 
nature  of  the  recinestor’s/jjetitioner’s 
right  nnd(!r  tin;  Act  to  lx;  made  a  ])artv 
to  the  proceeding;  (3j  the  nature  and 
(!xtent  of  the  recpiestor'.s/pcititioner’s 
proj)(!rty.  financial,  or  other  int(!rest  in 
the  proceeding:  and  (4j  the  j)os.sihle 
(dlect  of  any  decision  or  order  which 
may  lx*  entered  in  the  pr(x:eeding  on  the 
nxjnestor's/petitioner’s  interest.  The 
piitition  must  also  identify  the  specific 
contentions  which  the  nxjne.stor/ 
jx*titioner  seeks  to  have  litigated  at  tin; 
jjroceeding. 

Fach  cont(xition  must  consist  of  a 
specific  statement  of  the  issue  of  law  or 
fact  to  he  raised  or  controverted.  In 
addition,  the  recpiestor/petitioner  shall 
l)rovide  a  hri(;f  exj)lanation  of  the  bases 
for  the  contcmtion  and  a  concise 
statement  of  the  alleged  facts  or  expert 
o|)inion  which  support  the  contention 
and  on  which  the  petitioner  intends  to 
rely  in  j)roving  the  contention  at  the 
hearing.  The  re(|nestoi7j)etitioner  must 
akso  provide  ndenmces  to  tho.se  specific 
.sources  and  documents  of  which  the 
petitioner  is  aware  and  on  which  tin; 
petitioner  intends  to  rely  to  e.stahlish 
those  facts  or  expert  opinion.  The 
|x>tition  must  include  snfficicmt 
information  to  show  that  a  genuine 
dispute  exists  with  the  applicant  on  a 
material  is.sm;  of  law  or  fact. 

(iontentions  shall  he  limited  to  matters 
within  the  .scojx;  of  the  amendment 


under  consideration.  The  contention 
must  Ix!  one  which,  if  proven,  would 
entitle  the  petitioner  to  relied.  A 
reeinestor/petitioner  who  fails  to  satisfv 
the.se  recinirements  with  respect  to  at 
least  one  contention  will  not  he 
permitted  to  i)artici])ate  as  a  party. 

Those;  permitteeel  te)  interve;ne;  he:e;e)me; 
])arties  te;  the  |)re)e;e;e;eling,  snl)jee:t  te;  any 
limitatie)ns  in  the  e)rele;r  granting  le;ave  te) 
inteervene,  anel  have;  the;  e)j)j)e)rtnnitv  te) 
partie:ipate;  fully  in  the  e;e)nelne:t  e)f  the; 
hearing. 

If  a  he;aring  is  re;e|ne;ste;el,  the; 
(ieemmission  will  meike;  a  final 
eleterminatie)!!  een  the  issue  e)f  ne) 
signifie;ant  hazaiels  e:e)nsiele;iatiejn.  The; 
final  ele;te;rmination  will  serve;  to  ele;e:iele; 
when  the;  he;aring  is  helel.  If  the;  final 
eleterminatie)))  is  that  the;  ameneime;nt 
ie;ejne;st  involves  ne)  .signifie;ant  hazaiels 
e;e)nsiele;iatie)n,  the;  Geemmissie)))  may 
issue  the;  amenehnent  anel  make  it 
immeeliately  e;ffe;e:tive,  neitwithstaneling 
the;  i'e;eine:st  for  a  he;aring.  Any  he;aring 
helel  weinlel  take;  ])lae;e;  afte;r  i.ssnane:e;  e)f 
the;  amenehnent.  If  the;  final 
elederminatie)))  is  that  the  ame;nehne;nt 
ie;einest  inve)lve;s  a  signifie:ant  hazaiels 
e:e)nsiele;iatie)n.  then  any  he;ai'ing  helel 
weenlel  take;  ])lae:e;  he;fe)re;  the;  i.ssnane;e;  e)f 
any  amenehnent. 

IV.  Kle;ctronic  Submissions  (E-FilingJ 

All  ele)e:nme;nts  file;el  in  NRfi 
adjnelie;ate)i'v  i)i'e)e:e;eeiings,  ine:lnefing  a 
ie;e|ne;st  fe)r  he;aring,  a  ])e;titie)n  leer  le;ave 
te)  intervene,  any  me)tie)n  or  e)the;r 
ele)e:nme;nt  file;ei  in  the;  i)ie)e;e;e;eling  prieer 
te)  the  snhmissie)))  e)f  a  i'e;e|ne;st  fe)r 
he;;iring  e)r  petitieen  te)  inte;rve;ne;,  anel 
ele)e:nment.s  fileel  by  inte;i'e;ste;el 
governmental  e;ntitie;.s  ])artie;i])ating 
nnele;r  10  CiFR  2.31.5(e:J,  must  he  file;el  in 
ae:e;orelane:e  with  the  NRG  E-Filing  rule 
(72  FR  491 3‘):  August  28,  2007J.  The;  E- 
Filing  proe;e;ss  lexpiires  partie:i])ants  te) 
submit  anel  se;i've;  all  aeljnelie:ate)ry 
eleecnments  e)ve;r  the  intei’ne;t,  eer  in  seeme 
e:a.se;s  te)  mail  e:e)j)ie;.s  e)n  e;le;cti’e)nie; 
ste)iage;  meelia.  Bartici])ant.s  may  ne)t 
snhniit  p;ipe;r  e:e)pie;s  e)f  their  filings 
nnle;ss  the;y  .se;e;k  an  e;xe;mptie)n  in 
ae:e:e)ielance;  with  the  pi'e)e;eelme;s 
eie;.se:ril)e:el  he;le)w. 

'Fo  e:e)mply  with  the;  ])i’e)e;e;ehnal 
ie;epiiie;me;nts  e)f  E-Filing,  at  le;ast  ten  10 
elays  prieer  te)  the;  filing  eieaelline.  the 
l)ai'tie;ii)ant  sheenlel  e:e)ntae:t  the  (lffie;e;  e)f 
the;  .Se;e:ie;tary  by  email  :it 
h(Hirin<’.do(:kfit@nrc.gov,  eer  by  te;le;phe)ne 
at  301-41.5-1()77,  te)  ie;ejne;st  (Ij  a  eligitiil 
iele;ntifie;atie)n  (IDJ  ce;itifie;ate,  whie;h 
alle)ws  the  i)artie:ipimt  (e)r  its  e;e)nnsel  e)r 
i'e;pie;.se;ntative;J  te)  eiigiteilly  sign 
elex’.nments  anel  ae:e:e;.ss  the;  E-.Snhmittal 
.se;rver  for  any  pi’ex;e;e;eling  in  whie:h  it  is 
partie:ij)ating:  anel  (2j  aelvi.se  the 
.Se;e:retary  that  the;  pai'tie:ipant  will  he; 


submitting  a  re;e]ne;st  e)r  pe;titie)n  feer 
he;aring  (even  in  instane:e;s  in  whie:h  the; 
p;n  tie:i])ant,  e)r  its  e:e)nn.se;I  eer 
i'e;i)ie;.se;ntative;.  ahe;aely  heelels  an  NR(i- 
issneel  eligital  ID  e:e;i'tifie',ate;J.  Baseel  npe)n 
this  infbrm.itie))),  the;  .Se;e:i'e;tai'y  will 
e;stahlish  an  eleeitieenie:  ele)e;ke;t  feer  the; 
he;aring  in  this  pie)e:e;e;eiing  if  the; 
.Se;e:ie;tiiry  has  ne)t  ah'e;aely  e;stiil)lishe;ei  an 
ele;e:ti'e)nie;  ele)e:ke;t. 

Infeennatie)))  aheent  applying  for  a 
eligital  ID  e;e;rtifie:ate;  is  available  e)n  the; 
NRCFs  public  Web  site;  at  http:// 
\vi\'\v.nr(:.gov/sit(^-lndp/(;-sid)initt(ds/ 
(ipply-ccrtificdifis.htinl.  .Svste;m 
ie;e]niie;nie;nts  fe)r  ae:e:e;ssing  the  E- 
Snl)mittid  server  aie  eletaileel  in  the; 
NRCFs  “Gnielance  ibr  Ele;e:ti’onie: 
Snhmission,"  whie:h  is  available  on  the; 
NRG's  ])nhlic  Web  site  at  http:// 
ww'w’.nrc.go  v/sitd-  h  (d  p/c- 
sid)initt(ds.htnd.  Baitieiipants  may 
attempt  te)  use  e)the;r  se)ftwai'e;  ne)t  liste;ei 
on  the;  Web  site,  hut  shonlel  note;  that  the 
NRG’s  E-Filing  syste;m  ele)e;s  ned  su])pe)it 
nnlisteel  softwaie,  anel  the  NRG  Meta 
.System  Help  Desk  will  not  he  able  te) 
e)ffe;r  assistane:e;  in  using  nnliste;el 
se)ftwai'e;. 

If  a  partie.ipant  is  e;le;e:ti'e)nie;allv 
submitting  a  eie)e;nme;nt  te)  the;  NRG  in 
ae:e:e)ielane;e;  with  the;  E-Filing  rule;,  the; 
pintie;ipant  must  file;  the;  elex;nme;nt 
using  the;  NRG’s  eenline,  \Ve;h-ha.se;el 
snhmissie)))  fen  in.  In  e)i'ele;r  te)  .serve; 
ele)e:nments  thieengh  the  Ele;e:ti’e)nie; 
Inlbriniitie)))  Exe.hange;  .System,  nseis 
will  he;  re;e|nii'e;el  te)  install  a  VVe;h 
hi'e)wse;r  j)lng-in  fie)m  the;  NRG’s  Web 
site.  Fnither  inforniatie)))  on  the;  VVeh- 
hiise;el  siihinissien)  fbrm.  ine:hieling  the; 
installation  of  the;  Web  hiowser  plng-in. 
is  available  e)n  the  NR(7s  pnhlie:  Web 
site  iit  htt p://u-i\'\v. nrc.gov/sitd-lwl p/a- 
suhinittdls.htinl. 

One:e;  a  ])artie:ipant  has  ohtaineel  a 
eligital  ID  e:e;i'tifie:{ite  anel  a  de)e:ket  has 
been  e:re;ateeL  the  ])ai’tie:ij)ant  e;an  then 
submit  a  neepieist  for  hearing  or  petitie))) 
fe)r  le;ave  to  intervene.  .Snhmi.ssions 
sheenlel  he  in  Portable;  De)e:nme;nt  Format 
(PDFJ  in  ace:e)reiai)e:e;  with  the;  NRG 
gnielane:e  available  een  the;  NRG’s  ])nl)lie: 
Wed)  site  at  http://\v\v\v.nrc.go\'/sitd- 
hclp/c-submittdls.html.  A  filing  is 
e:onsiele;i‘e;el  e:e)n)])le;te  at  the;  time;  the; 
ele)e:nn)e;nts  ai-e;  snhmitteel  thieengh  the; 
NRG’s  E-Filing  .system.  Te)  he;  timely,  an 
eleeitronie:  filing  must  he;  snhmitteel  te) 
the  E-Filing  system  no  later  than  11:55) 
p.m.  Eastern  Time;  een  the;  elne;  elate. 

Upe)))  i'e;e:e;i])t  e)f  a  transmissie))),  the;  E- 
Filing  .systei))  time-stamps  the;  eloe:nme;nt 
;mel  senels  the;  submitter  an  email  i)e)tie:e; 
e:e)nfii-n)lng  i  e;i:e;ipt  of  the  ele)e;nme;nt.  The; 
E-Filing  sy.stem  alse)  elisti'ihntes  an  e;mail 
notice;  that  j)i'ovides  ae:e:e;s.s  to  the 
elexinment  te)  the;  NRG’s  ()ffie;e;  e)f  the 
(x;ne;ral  (ionn.sel  anel  any  eethers  whe) 
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have  advisiui  the  Office  of  the  .Secretary 
that  they  wish  to  ))articij)ate  in  the 
proceeding,  so  that  th(^  filer  iuuhI  not 
,s(!rve  the  docninents  on  tho.s(! 
jjarticipants  sei)arately.  Therefore, 
ap])licants  and  other  ])articipants  (or 
their  counsel  or  re])resentative)  must 
apply  for  and  receive  a  digital  ID 
certificate  before  a  hearing  nupiest/ 
petition  to  intervene  is  filed  so  that  they 
can  c)htain  acce.ss  to  the  docninent  via 
the  F-Filing  svstem. 

A  person  filing  electronically  using 
the  NRC'’s  adjudicatory  F-l’iling  system 
may  .seek  assistance  by  contacting  the 
NRC  Meta  .System  He!])  Desk  through 
the  “Contact  Us”  link  located  on  the 
NR(7s  ])nhlic  VVeh  site  at  httj):// 

WWW’. nrc:. gov/sit  a-halp/a- 
siihmittdls.htinl,  by  email  to 
MSHD.Hesourcd@nr(:.g()v,  or  hv  a  toll- 
free  call  to  l-8()()-()72-7()4().  The  NRC 
Meta  .System  Help  Desk  is  available 
between  8  a.m.  and  8  ]).m.,  Fastern 
Time,  Monday  throngh  Friday, 
excluding  government  holidays. 

Partici])ants  who  believe  that  they 
have  a  good  cause  for  not  submitting 
documents  electronically  must  file  an 
exemption  recjnest,  in  accordance  with 
10  CFR  2.3()2(g),  with  their  initial  ])aj)er 
filing  requesting  authorization  to 
continue  to  submit  documents  in  paper 
formal.  .Such  filings  must  he  submitted 
by:  (1)  First  class  mail  addres.sed  to  the 
(iffice  of  the  .Secretary  of  the 
Commi.ssion,  l)..S.  Nuclear  Regulatory 
(Commission,  Washington.  DC  205.55- 
0001,  Attention:  Rulemaking  and 
Adjudications  Staff:  or  (2)  courier, 
exj)ress  mail,  or  expedited  d«;liverv 
.service  to  the  Office  of  the  .Secretary, 
Sixteenth  Floor.  One  White  Flint  North, 
11555  Rockville  Pike.  Rockville, 
Maryland  20852,  Attention:  Rulemaking 
and  Adjudications  Staff.  Participants 
filing  a  document  in  this  manner  are 
re.sj)on.sihle  for  .serving  the  document  on 
all  other  j)arlici])ant.s.  Filing  is 
considered  com])lete  by  first-class  mail 
as  of  the  time  of  de])osit  in  the  mail,  or 
by  courier,  express  mail,  or  expedited 
delivery  service  u])on  de])o.siting  the 
document  with  the  ])rovider  of  the 
.service.  A  presiding  officer,  having 
granted  an  exem])tion  request  from 
using  F-Filing,  may  re(juire  a  |)articipant 
or  j)arty  to  n.se  F-Filing  if  the  presiding 
officer  subsequently  determines  that  the 
reason  for  granting  the  exem])tion  from 
n.se  of  F-Filing  no  longer  exists. 

Documents  submitted  in  adjudicatory 
proc:eediugs  will  a])i)ear  in  the  NRCC’s 
elef:tronic  hearing  docket  which  is 
available  to  the  ])ul)lic  at  http:// 
chdl .nrc.gov/dhd/ ,  unle.ss  excluded 
l)ur.suant  to  an  order  of  the  Commission, 
or  the  ])re.siding  officer.  Partic;ij)ant.s  are 
re(jue,sted  not  to  include  personal 


privacy  information,  such  as  social 
.sei:urity  munhers,  home  addresses,  or 
home  ])hone  munhers  in  their  filings, 
unless  an  NRC  regulation  or  other  law 
recinires  submission  of  such 
information.  With  respect  to 
co])yrighted  works,  exce])l  for  limited 
excer})ts  that  serve  the  purpose  of  the 
adjudicatory  filings  and  would 
constitute  a  Fair  Use  a])j)lication, 
participants  are  retpiested  not  to  include 
copyrighted  materials  iu  their 
suhinission. 

Petitions  for  leave  to  intervene  must 
he  filed  no  later  than  80  days  from 
January  25,  2013.  Recjuests  forbearing, 
])etition.s  for  leave  to  intervene,  and 
motions  for  leave  to  file  new  or 
amended  contentions  that  are  filed  after 
the  80-day  deadline  will  not  he 
entertained  ah.sent  a  determination  by 
the  presiding  officer  that  the  filing 
demonstrates  good  cause  by  satisfying 
the  following  three  factors  in  10  CFR 
2.309(c)(1):  (i)  The  information  upon 
which  the  filing  is  ha.sed  was  not 
jnevionsly  available;  (ii)  the  information 
u])on  which  the  filing  is  ha.sed  is 
materially  different  from  information 
j)reviou.slv  available;  and  (iii)  the  filing 
lias  been  submitted  in  a  timely  fashion 
ha.sed  on  the  availability  of  the 
snhseciuent  information. 

For  further  details  with  respect  to  this 
action,  see  the  ajiiilication  for 
amendment  dated  January  15.  2013. 

Attorncv  for  licensee:  Mr.  M.  .Stanford 
nianton,  Ilalch  Bingham  LLP.  1710 
.Sixth  Avenue  North,  Birmingham.  AL 
35203-2015. 

Dated  at  Rockville,  Maryland,  this  18th  day 
ul  January.  201, '5. 

h’or  the  Nuclear  Regulatory  (ioinniission. 
Denise  L.  McCovern, 

Project  Manager,  Licensing  Branch  4.  Divi.sion 
o/  iVeir  Beactor  Licensing.  Office  ofi\ew 
Beactors. 
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NUCLEAR  REGULATORY 
COMMISSION 


[Docket  Nos.  052-00027  and  052-00028; 
NRC-2008-0441] 

Virgil  C.  Summer  Nuclear  Station, 
Units  2  and  3;  Application  and 
Amendment  to  Facility  Combined 
Licenses  Involving  Proposed  No 
Significant  Hazards  Consideration 
Determination 

agency:  Nuclear  Regulatory 
(kmunission. 

ACTION:  Licen.se  amendment  retpiest; 
o])|)()rtunity  to  comment,  reciuest  a 


hearing  and  jietition  for  leave  to 
intervene. 


DATES:  (Comments  mu.st  he  filed  by 
February  25,  2013.  A  recpie.st  for  a 
hearing  mu.st  he  filed  hv  March  28, 

2013. 

ADDRESSES:  You  may  acce.ss  information 
and  comment  suhmi.ssions  related  to 
this  document,  which  the  NR(i 
jinssesses  and  are  ])nl)licly  available,  by 
searching  on  http:/ /www. regnlotions.gov 
under  Docket  ID  NR(i-2008-0441.  You 
may  submit  comments  by  any  of  the 
following  methods: 

•  Federal  rnleinaking  Web  site:  (io  to 
http://\v\v\v. regnlations.gov  and  .search 
for  Docket  ID  NRC-2008-0441.  Address 
(jiiestions  about  NRC  dockets  to  Carol 
CJallagher;  telephone:  301-492-3888; 
emai  1 :  Carol.  Gcdlagher@nrc.gov. 

•  Mcnl  continents  to:  Cindy  Bladey, 
Chief,  Rules,  Announcements,  and 
Directives  Branch  (RADB),  Office  of 
Admini.stration,  Mail  .Stoj):  TWB-05- 
BOlM,  U..S.  Nuclear  Regulatory 
(Commission,  Washington,  D("  20555- 
0001. 

•  Fax  continents  to:  RADB  at  301- 
492-3448. 

For  additional  direction  on  accessing 
information  and  submitting  comments, 
.see  "Accessing  Information  and 
.Submitting  (Comments”  in  the 
SUPPLEMENTARY  INFORMATION  section  of 
this  document. 

FOR  FURTHER  INFORMATION  CONTACT: 

Denise  McCovern,  Office  of  New 
Reactors,  U..S.  Nuclear  Regulatory 
(Commissiou.  Washington,  D(C  2055.5- 
0001;  telephone:  301^1 .5-0881 ;  email: 
denise.ntcgovern@nrc.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Accessing  Information  and 
Submitting  (Comments 

A.  Accessing  Information 

Please  refer  to  Do);ket  ID  NRC-2008- 
0441  when  contacting  the  NRC  about 
the  availability  of  information  regarding 
this  document.  You  may  acce.ss 
information  related  to  this  document, 
which  the  NRC  j)os.se.s.se.s  and  are 
publicly  available,  by  any  of  the 
following  methods: 

•  Federal  Rnleinaking  Weh  site:  Co  to 
http:/ /www. regtilatioits.gov  and  .search 
for  Docket  ID  NR(C-2008-0441 . 

•  NRC’s  Agencvwide  Docninents 
Access  and  Xlanageinent  Svstem 
(ADAMSI’.You  may  access  publicly 
available  documents  online  in  the  NRC 
Library  at  http://www.itrc.gov/readiitg- 
rm/adams.html.  To  begin  the  .search, 
select  “ADAMS  Pithlic  Docninents''  and 
then  select  “Begin  Web-hased  ADAMS 
Search.”  For  ])rohlems  with  ADAMS. 
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please  contact  the  NRC's  Public 
Ilocument  Room  (PDR)  reference  staff  at 
l-«0()-3‘)7-42()‘),  301^1.5-47.37,  or  by 
email  to  i)(ir.r(iSource@nrc.}’ov.  Tlu! 
ADAM.S  accession  mnnber  for  each 
(locninent  nderenced  in  this  notice  (if 
that  document  is  available  in  ADAM.S) 
is  ])rovide(l  the  first  time  that  a 
document  is  referenced,  fbe  apjilication 
for  amendment,  dated  january  15.  2013, 
is  available  in  ADAMS  under  Accession 
No.  ML13017A082. 

•  NIU^s  PDU:  You  may  examine  and 
j)iircbase  cojiies  of  public  documents  at 
the  NRC’s  PDR.  Room  01-F21.  Cue 
White  Flint  North.  11555  Rockville 
Pike.  Rockville.  Maryland  20852. 

/i.  Suhniilting  Co/mne/i/.s- 

Please  include  Docket  ID  NR(^-2008- 
0441  in  the  subject  line  of  your 
comment  submission,  in  order  to  ensure 
that  the  NRC  is  able  to  make  your 
comment  submission  available  to  the 
public  in  this  docket. 

The  NR(]  cautions  you  not  to  include 
identifying  or  contact  information  that 
you  do  not  want  to  be  publicly 
(lisclo.sed  in  your  comment  submission. 
The  NRC  will  po.st  all  comment 
submissions  at  /?///};// 
n'mv./Y;i'u/o//o;j.s’.govas  well  as  enter  tin; 
comment  submissions  into  ADAM.S. 

Tb(!  NR('  does  not  routinely  (ulit 
comment  submissions  to  remove 
identifying  or  contact  information. 

If  you  are  re(|uesting  or  aggnigating 
comments  from  other  p(!rsons  for 
submission  to  the  NR(k  then  yon  should 
inform  tbos(!  |)ersons  not  to  include 
identifving  or  contact  information  that 
tb(;y  do  not  want  to  In;  publicly 
(lisclo.sed  in  their  comnumt  submission. 
Your  nxiuest  should  state  that  the  NRC. 
do(is  not  routinely  edit  comment 
submissions  to  remove  such  information 
biifore  making  the  comment 
submissions  available  to  the  jHiblic  or 
entering  the  comment  submissions  into 
ADAM.S. 

II.  Introduction 

The  IJ..S.  Nuclear  R(!gulatorv 
Commi.ssion  (NR(])  is  considering 
issuance  of  an  amendment  to  Combined 
Licensees  (NPF-93  and  NPF-94),  issued 
to  .South  (kirolina  Fbjctric  and  (Jas 
(.SCFiiC)  and  .South  (kirolina  Public 
.Scirvice  Autboritv  (Santee  (k)0])er)  (tin; 
licensee).  b>r  construction  and  operation 
of  the  Virgil  ('..  .Summer  Nucbxir  .Station 
(VeSNS),  Units  2  and  3  located  in 
Fairfield  County,  .South  Ckirolina. 

'fbe  proj)os(;(l  amendment  would 
depart  from  \'(kSN.S  Units  2  and  3  j)lant- 
specific  Design  (k)ntrol  Document 
(D(;D)  Tier  2*  material  incor|)orated  into 
the  Updated  Final  Saiety  Analysis 
Report  (UF.SAR)  to  clarify  the 


nupiinMnents  for  shear  reinforcement 
spacing  in  the  nuclear  island  basemat 
below  the  auxiliary  building.  The 
proposed  change  would  modify  the 
l)rovisions  for  maximum  spacing  of  the 
slusir  reinforciiinmit  in  the  basmnat 
below  the  auxiliary  building. 

Before  i.ssuance  of  the  propostul 
lic(!n.se  amendment,  the  (k)mmis.sion 
will  have  made  findings  retpiired  by  the 
Atomic  Fnergv  Act  of  1954.  as  amended 
(the  Act),  and  tin;  (]ommi.ssion's 
r(!gulations. 

The  Commi.ssion  has  made  a 
proposed  determination  that  the 
amendment  rcujuest  involves  no 
significant  hazards  considcaation.  Under 
the  (k)mmission’.s  regulations  in  section 
50.92  of  Title  10  of  the  Cof/(?  of  Fadf^ral 
Hogulations  (10  CFR),  this  nuians  that 
operation  of  the  facility  in  accordance 
with  the  projjosial  aiiKindment  would 
not  (1)  involve  a  significant  increa.se  in 
the  probability  or  con.sec|uences  of  an 
accident  pixiviously  evaluatcul;  or  (2) 
create  the  po.ssibility  of  a  new  or 
different  kind  of  accident  from  any 
accid(!nt  |)r(!viously  (waluatcHl;  or  (3) 
involve  a  significant  reduction  in  a 
margin  of  sabity.  As  nujuinHl  by  10  Ck’R 
50.‘)l(a).  the  lic(!n.se(!  has  |)rovid(Kl  its 
analysis  of  the  issue  of  no  significant 
hazards  consideration,  which  is 
pr(!S(!nted  bedow: 

1.  l)o(!s  llu;  pmposcul  iini(ni(lin(!nl  involve 
a  sif^nificant  incniase  in  llu!  prol)al)ility  or 
consecpKMices  of  an  accident  previously 
evaluated? 

Rcisponse:  No. 

Tiu!  design  liinclion  of  lIu!  I)aseinal  is  to 
provide  tlu;  inlcaface  belweini  llu;  nuclear 
island  sinictnres  and  lln;  sup])oi'ling  soil  or 
rock.  Tin!  I)as(;inat  transfers  the  load  of 
luichiar  island  strnctunjs  to  the  snpjKnting 
soil  or  rock  and  transmits  s(;isniic  motions 
from  th(!  supporting  soil  or  rock  to  the 
nnchiar  island. 

The  clarification  of  tin;  recpiirements  for 
shear  reinforcement  sjjacing  in  the  APlOOO 
l)asemat  does  not  have;  an  advcirsc;  impact  on 
tin;  r(!S|}onse  of  the  hasemat  and  nuclear 
island  slrnctnnis  to  safe  shutdown 
(!arth(|nake  ground  motions  or  loads  due  to 
anticipated  transients  or  |)ostnlated  accident 
conditions.  The  clarification  of  the 
recpiireiiKiiits  for  sh(!ar  r(!inforc(!m(!nt  s])acing 
in  th(!  APlOOO  has(!mat  doiw  not  im|)act  the 
snppcn  t,  design,  or  operation  of  mechanical 
and  fluid  systems.  Then!  is  no  change;  to 
|)lant  systems  or  the  response  of  systems  to 
postulated  accident  conditions.  ’i'h(;r(;  is  no 
change  to  the  predicted  radioactive;  r(;l(;ases 
dm;  to  normal  op(;ration  or  postnlal(;d 
accident  conditions.  I'lie  |)lant  r(;spons(;  to 
pr(;viously  (;\'ahiated  iiccid(;nts  or  (;xt(;rnid 
ev(;nts  is  not  adv(;rs(;ly  aff(;ct(;d.  nor  do(;s  the; 
ediiinge;  (lese;rihe;el  cre;ate;  any  ne;w  iicciele;nt 
pr(;e:urse)rs.  The;re;fe)re;,  th(;re;  is  no  signifie:ant 
increiise;  in  the;  pre)hal)ility  e)r  e:e)nse;(|ne;ne:e;.s 
e)f  an  acci(l(;nt  pre;vie)usly  e;vahiate;d. 

2.  De)e;s  the  ])rope)se;el  imH;n(hnent  (:re;iite 
the;  i)e)ssil)ility  ejf  a  ne;w  eer  differe;nt  kinel  e)f 


<ie:ciele;nt  frenn  ;my  acciel(;nt  previenisly 
e;v:ihiiite;el? 

Keespenise;:  Ne). 

Tlu;  ])re)])e)se;el  change;  is  to  clarify  the 
r(;epiire;m(;nts  for  sheeir  re;inf()rc(;m(;nl  sp.icing 
in  the;  nn(:l(;iir  ishmel  l)iise;miit.  The; 
cliirificiition  of  the;  r(;(|nir(;m(;nts  for  sh(;iir 
r(;infor(:(;me;nt  s])acing  in  the;  nncl(;iir  ishmel 
haseemat  does  neit  clumge  the;  ele;sign  e)f  the; 
hase;m<it  e)r  nne:le;iir  island  slrne:lure;s.  The; 
cliirifieiiitie)!!  e)f  the;  re;e|iiire;me;nts  lor  sheeiir 
re;inie)rce;me;nt  spacing  in  the;  nncle;ar  ishmel 
hiise;nuit  ele)e;s  ne)t  ediange;  the  design  fimctie)n, 
sn])pe)rt.  de;sign.  e)r  e)pe;riitie)n  eif  meech.mical 
iind  fluiel  systeems.  The;  chirifie:atie)n  eif  the; 
re;epnr(;ments  leer  she;iir  re;infe)re:(;me;nt  s|)ae:ing 
in  the;  niicle;iir  ishmel  haseenuit  ele)es  imt  re;snlt 
in  a  new  hiilure;  me;e:hanism  for  the;  hase;mal 
eir  n(;w  accieh;nl  preenrseers.  As  a  re;sidl.  the: 
ele;sign  fmu;tie)n  e)f  the;  hasemat  is  ne)t 
aelve;r.se;ly  idfe;(:te;el  hy  the  i)re)i)e)se;el  clumge;. 
The;i'e;fe)r(;.  the  pre)po.s(;el  clumge;  will  ne)l 
cre;:ile;  the;  pe)ssihilitv  eil  ei  n(;w  or  eliflerent 
kinel  of  ae;ciele;nt  fre)m  any  .'iccieh;nt 
])re;vie)usly  e;vahi<il(;(l. 

U.  De)e;s  the;  prope)se;el  inne;nehnent  involve; 
a  significant  re;dn(:tie)n  in  a  margin  e)f  safe;ty? 

Respeense;:  No. 

No  safe;ty  emeilysis  or  ele;sign  heisis 
iice:e;|)t<mce;  limit/crite;rie)n  is  e:halle;nge;el  e)r 
e;xe:e!edeel  hy  the  pre)])e)se;el  changes,  thus,  no 
nuirgin  e)f  safe;ty  is  r(;ehice;el.  Th(;re;fe)re;.  the; 
pre)p().s(;el  iim(;nelme;nt  ele)e;s  neit  invedve;  !i 
significiint  re;dne;tion  in  a  nuirgin  of  siife;ty. 

Tlu;  NR(;  staff  luis  rovietwoel  Ibe; 
liccusoet’s  aiuilysis  and,  b.isetel  on  tills 
rovieiw,  it  iippeiars  that  tlu;  tbre;e; 
stiiiuliirels  of  10  CFR  5().92((:)  are; 
satisfi(;(l.  Tbe;r(;f()r(;,  tlu;  NRC  staff 
pr()]U).s(;.s  to  ele;t(;rmiiu;  that  tlu; 
auu;iulme;nt  r(;(iu(;st  inve)lv(;s  no 
significant  bazarels  consi(le;rati()n. 

'flu;  (iommission  is  s(;e;king  juihlie: 
(:omme;nts  on  this  pr()])e).s(;(l 
(l(;t(;rmlnatie)n.  Any  e:e)mnu;nts  r(;(:e;ive;(l 
witbin  30  days  aft(;r  tlu;  date;  of 
publication  of  this  notice  will  be; 
considered  in  making  any  final 
determination. 

Normally,  tbe  Commission  will  not 
issue;  tbe  anu;n(bne;nt  until  tbe 
(;x|)iration  of  00  days  after  tbe  date;  of 
])ul)lication  of  tins  notice.  Tbe 
Commi.ssion  may  issue  tbe;  license; 
amendment  Imfore  expiration  of  tbe;  00- 
day  jieriod  jirovided  that  its  final 
(l(;t(;rminatie)n  is  that  tbe;  anu;n(bne;nt 
involves  no  significant  hazards 
consideration.  In  addition,  tbe 
(iommi.ssion  mav  issue  tbe  amen(bn(;nt 
prior  to  tbe  e;x])ir;itie)n  of  tlu;  30-(lay 
comment  period  sbould  circumstances 
clumge  during  tbe  30-(lay  comment 
|)(;ri()(l  sneb  that  failure;  to  act  in  a 
timely  way  would  result,  for  (;xamj)l(;, 
in  derating  or  sbutelown  of  tbe  facility. 
.Sbould  tbe;  (ujinmission  take;  action 
prior  to  tbe  exjnration  of  (;itb(;r  tbe 
comment  ])eri()(l  or  tlu;  notice  j)(;ri()(l,  it 
will  publisb  in  tbe  k’ederal  Register  a 
notice;  of  i.ssuance.  .Sbould  tbe 
Commi.ssion  make  a  final  No  Significant 
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Hazards  Consideration  Dotonnination, 
any  hearing  will  take  place  after 
issuance.  The  Commission  ex])ect.s  that 
the  need  to  take  this  action  will  occur 
very  infrequently. 

lit.  Opportunity  To  Request  a  Hearing; 
Petition  for  Leave  To  Intervene 

Within  ()()  days  after  the  date  of 
publication  of  this  notice,  any  person(s) 
whose  interest  mav  he  affected  hy  this 
action  may  file  a  recpiest  for  a  hearing 
and  a  ])etition  to  intervene  with  resj)ect 
to  i.ssuance  of  the  amemhnent  to  the 
subject  combined  licen.ses.  Requests  for 
a  hearing  and  a  petition  for  leave  to 
intervene  shall  he  filed  in  accordam:e 
with  the  Commission’s  “Rules  of 
Practice  for  Domestic  Licensing 
Proceedings”  in  10  CFR  j)art  2. 

Interested  ]5er.son(s)  should  con.sidt  a 
current  c:oj)v  of  10  CFR  2. .'109.  which  is 
available  at  the  NRC’s  PDR.  locatiid  at 
01F21.  11.555  Rockville  Pike  (first 
floor),  Rockville,  Maryland  20852.  The 
NRC  regulations  are  acce.ssihle 
electronically  from  the  NRC  Library  on 
the  NRC’s  Web  site  at  http:// 
w’ww.nrc.gov/reading-rm/doc- 
collcctions/cfr/.  If  a  recjiuist  for  a  hearing 
or  petition  for  leave  to  intervene  is  filed 
by  the  above  date,  tin;  Commission  or  a 
j)re.siding  officer  designated  by  the 
Commission  or  by  the  Chief 
Administrative  Judge  of  the  Atomic 
.Safety  aud  Licensing  Hoard  Panel,  will 
rule  c)n  the  recpiest  and/or  petition;  and 
the  .Secretary  or  the  Chief 
Administrative  Judge  of  the  Atomic 
.Safety  and  Licensing  Hoard  will  issue  a 
notice  of  a  hearing  or  an  ajipropriate 
order. 

As  recpiired  by  10  CFR  2.:i09.  a 
jietition  for  leave  to  intervene  shall  set 
fortli  with  particularity  tlie  interest  of 
the  jietitioner  in  the  proceeding,  and 
how  that  intere.st  may  he  affected  hv  the 
results  of  tlie  proceeding.  The  petition 
should  specifically  explain  the  reasons 
why  intervention  slundd  he  permitted 
with  jiarticular  reference  to  the 
following  general  recpiirements:  (1)  'Fhe 
name,  address  and  telejihone  numher  of 
the  requestor  or  jietitioner;  (2)  the 
nature  of  the  recpiestor’s/jietitioner’s 
right  under  the  Act  to  he  made  a  jiartv 
to  the  proceeding:  (8)  the  nature  and 
extent  of  the  re(piestor’.s/])etitioner’.s 
])roperty,  financial,  or  other  interest  in 
the  proceeding;  and  (4)  the  possible 
effect  of  any  decision  or  order  which 
may  he  entered  in  the  proceeding  on  the 
recpiestor’s/jietitioner’s  interest.  The 
petition  must  also  identify  the  sjiecific 
contentions  which  the  recpie.stor/ 
petitioner  seeks  to  have  litigated  at  the 
proceeding. 

Each  contention  must  consist  of  a 
specific  statement  of  the  issue  of  law  or 


fact  to  he  raised  or  controverted.  In 
addition,  the  recpie.stor/petitioner  .shall 
provide  a  brief  explanation  of  the  bases 
for  the  contention  and  a  concise 
statement  of  the  alleged  facts  or  exjiert 
opinion  which  support  the  contention 
and  on  which  the  |)etitioner  intends  to 
ndy  in  proving  the  contention  at  the 
hearing.  The  recpiestor/petitioner  must 
also  ])rovide  references  to  tho.se  specific 
sources  and  documents  of  which  the 
petitioner  is  aware  and  on  which  the 
petitioner  intends  to  rely  to  establish 
those  facts  or  ex])ert  opinion.  The 
])etition  must  include  sufficient 
information  to  show  that  a  genuine 
dispute  exists  with  the  applicant  on  a 
material  issue  of  law  or  fact. 

Contentions  shall  he  limited  to  matters 
within  the  scope  of  the  amendment 
umler  consideration.  The  contention 
must  be  one  which,  if  jiroven,  would 
entitle  the  jietitioner  to  relief.  A 
requestor/petitioner  who  fails  to  satisfy 
these  recpiirements  with  respect  to  at 
least  one  contention  will  not  he 
permitted  to  participate  as  a  })arty. 

Those  jiermitted  to  intervene  become 
jiarties  to  the  proceeding,  subject  to  anv 
limitations  in  the  order  granting  leave  to 
intervene,  and  have  the  opportunity  to 
jiarticipate  fully  in  the  conduct  of  the 
hearing. 

If  a  hearing  is  recpiested,  the 
Commission  will  make  a  final 
determination  on  the  issue  of  no 
significant  hazards  consideration,  'fhe 
final  determination  will  serve  to  decide 
when  the  hearing  is  held.  If  the  final 
determination  is  that  the  amendment 
request  involves  no  significant  hazards 
c;onsideration.  the  Commission  may 
issue  the  amendment  and  make  it 
immediately  effective,  notwith.standing 
the  request  for  a  hearing.  Any  hearing 
held  would  take  place  after  i.ssuance  of 
the  amendment.  If  the  final 
determination  is  that  the  amendment 
recpiest  involves  a  significant  hazards 
consideration,  then  any  hearing  held 
would  take  jilace  before  the  issuance  of 
any  amendment. 

IV.  Electronic  Submissions  (E-Filing) 

All  documents  filed  in  the  NRC 
adjudicatory  proceedings,  including  a 
recpiest  for  hearing,  a  petition  for  leave 
to  intervene,  any  motion  or  other 
clocaiment  filed  in  the  jirocieeding  jirior 
to  the  submission  of  a  request  for 
hearing  or  jietition  to  intervene,  and 
clocaiments  filed  hy  interested 
governmental  entities  participating 
under  10  CFR  2.815(c),  must  he  filed  in 
acc:c)rclanc;e  with  the  NRC’s  E-Filing  rule 
(72  FR  49189;  August  28,  2007).  The  E- 
Filing  prc)c:e.s.s  rcapiires  iiarticipants  to 
submit  and  .serve  all  adjudicatory 
clocaiments  over  the  Internet,  or  in  some 


i:ases  to  mail  caipies  on  electronic: 

.storage  media.  Participants  may  not 
submit  paper  c;opies  of  their  filings 
unle.ss  they  seek  an  exemption  in 
accc)rclanc:e  with  the  ])rc)c:echires 
described  below. 

To  comply  with  the  proc:edural 
recjuirements  of  E-Filing,  at  least  ten  10 
days  prior  to  the  filing  deadline,  the 
j)artic:ij)ant  should  c:c)ntac:t  the  ()ffic;e  of 
the  Secretary  by  email  at 
lwai'ing.do(:kf:t@nv(:.gnv,  or  by  telephone 
at  801—41.5-1077,  to  recpiest  (1)  a  digital 
identific;atic)n  (ID)  c;ertific;ate,  whic:h 
allows  the  participant  (or  its  counsel  or 
representative)  to  digitally  sign 
documents  and  access  the  E-Submittal 
.server  for  any  prc)c;eeding  in  whic;h  it  is 
partic:ipating:  and  (2)  aclvi.se  the 
Sec:retary  that  the  partic:i})ant  will  be 
submitting  a  rcxpiest  or  jietition  for 
hearing  (even  in  instanc;es  in  which  the 
participant,  or  its  c:c)un.sel  or 
representative,  already  holds  an  NRC- 
issuecl  digital  ID  c:ertificate).  Hasecl  upon 
this  information,  the  Sec:retarv  will 
establish  an  elec:trc)nic  docket  for  the 
hearing  in  this  proc:eecling  if  the 
Sec;retary  has  not  already  established  an 
elec:trc)nic;  docket. 

Information  about  ajijilying  for  a 
digital  ID  c:ertific:ate  is  available  on  the 
NRC’s  public  Web  site  at  http:// 

WWW. nrc. gov/sit  e-h(;lp/(^-suhinitt(ds/ 
(ipply-ccrtificatcs.htnd.  System 
recpiirements  for  accessing  the  E- 
Sulimittal  server  are  detailed  in  the 
NRC’s  “Cuiclance  for  Electronic: 
Submission,”  whic:h  is  available  on  the 
NRC’s  jmhlic  Web  site  at  http:// 
www.nrc.gov/sitH-h(>lf)/t;- 
sid)nntt(ds.htnd.  Particijiants  may 
attempt  to  use  other  software  not  listed 
on  the  Web  site,  hut  should  note  that  the 
NRC’s  E-Filing  .system  does  not  sujijiort 
unlisted  software,  and  the  NRC’  Meta 
System  Help  Desk  will  not  he  able  to 
offer  a.ssistanc:e  in  using  unlistcxl 
software. 

If  a  partic:ipant  is  electronic:ally 
submitting  a  document  to  the  NRC'.  in 
ac:c:ordanc:e  with  the  E-F’iling  rule,  the 
partic:ij)ant  mu.st  file  the  document 
using  the  NRCi’s  online,  Weh-ha.sed 
submission  form.  In  order  to  .serve 
cloc.uments  through  the  Elec:trc)nic 
Information  Exc.hange  System,  users 
will  he  required  to  install  a  Web 
browser  plug-in  from  the  NRC’s  Web 
site.  Further  information  on  the  Weh- 
ha.sed  submission  form,  inc:hicling  the 
installation  of  the  Web  browser  plug-in, 
is  available  on  the  NRC’s  public:  Web 
site  at  http:// WWW. nrc. gov/sito-htdp/e- 
sul)niitt(ds.htinl. 

Once  a  ])artic:ipant  has  obtained  a 
digital  ID  c:ertific:ate  and  a  cloi:ket  has 
been  created,  the  participant  c:an  then 
submit  a  recpiest  for  hearing  or  jietition 
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for  leave  to  intervene.  Submissions 
.should  be  in  I’ortable  IJocninent  Format 
(FIIF)  in  accordance  with  the  NRC 
giudance  available  on  the  NR(7s  public 
Web  site  at  httpJ/www.nrc.f^ov/siti^- 
luflp/e-subiuittdls.hinil.  A  filing  is 
considered  comj)lete  at  the  time  the 
documents  are  submitted  through  the 
NR(7s  F-Filing  .system.  To  he  timely,  an 
el(H:tronic  filing  mu.st  he;  submitted  to 
the  F-Filing  system  no  later  than  ll:.'>t) 
p.m.  Fasten!  Time  on  the  due  dale. 

Upon  recei|)l  of  a  transmission,  the  F- 
Filing  .system  time-stamj)s  the  dociiment 
and  sends  the  submitter  an  email  notice 
confirming  receij)t  of  the  document.  The 
F-Filing  system  also  di.strihutes  an  email 
notice  that  provides  access  to  the 
document  to  the  NRC7s  Office  of  the 
Gmieral  Counsel  and  any  others  who 
have  advised  tin;  Office  of  the  Secretary 
that  they  wish  to  participate  in  the 
proceeding,  so  that  the  filer  need  not 
.serve  the  documents  on  those 
participants  .separatelv.  Thendore. 
a])|)licant.s  and  other  jiarticipants  (or 
their  counsel  or  represmitative)  mu.st 
ajiply  for  and  receive  a  digital  ID 
certificat(j  before  a  hearing  reejuest/ 
petition  to  intervene  is  filed  so  that  they 
can  obtain  acce.ss  to  the  document  via 
the  F-Filing  svstein. 

A  piirson  filing  ehictronically  using 
the  NR(7s  adjudicatorv  F-Filing  sv.stem 
may  .seiik  a.ssistance  by  contacting  the 
NRC  Meta  .System  Ihd])  Diisk  through 
the  “(kmtact  Us"  link  located  on  the 
NR(7s  public  Web  site  at  http:// 
wmv.itrc.^ov/sild-lwlp/a- 
suhiuitldls.html.  by  email  to 
MSHD.I{dsour(:fi@nr(:.t^()v.  or  hv  a  toll- 
free;  call  to  l-H(i(j-(i72-7(>4().  The  NRC 
Meta  .System  Hel|)  Desk  is  available 
h(;tween  8  a.m.  and  8  j).m..  Fastern 
Time.  Monday  througli  Friday, 
excluding  gov(;rnment  holidays. 

Fartieijjants  who  believe  that  they 
have  a  good  cause  for  not  submitting 
documents  electronicallv  must  file  an 
exemption  reejuest.  in  accordance  with 
10  CFR  2.302(g).  with  their  initial  i)ai)er 
filing  reepiesting  authorization  to 
continue  to  submit  documents  in  paper 
format.  .Such  filings  must  he  .sid)mitt(;d 
by:  (1)  First  class  mail  addressed  to  the 
(iffice  of  the  .Secretarv  of  the 
Commi.ssion.  U..S.  Nuclear  Regulatory 
(iommi.ssion,  Washington.  DC  20.‘i.'j.'j- 
0001,  Attention;  Rulemaking  and 
Adjudications  .Staff;  or  (2)  courier. 
ex|)r(;ss  mail,  or  exp(;dite(l  deliverv 
service  to  the  Off  ice  of  the  .Secretarv. 
.Sixteenth  Floor.  One  White  Flint  North, 
ll.'i.'i.'!  Rockville  Pike,  Rockville, 
Maryland  208.'>2.  Attention;  Rulemaking 
and  Adjudicatioiis  Staff.  Farticij)ant.s 
filing  a  document  in  this  manner  are 
resj)onsihle  for  serving  the  document  on 
all  other  ])artici|)ants.  Filing  is 


considered  comj)lete  by  first-class  mail 
as  of  the  time  of  deposit  in  the  mail,  or 
by  courier,  express  mail,  or  (;xpedit(;d 
delivery  s(;rvice  ui)on  depositing  the 
document  with  the  provider  of  the 
servic:e.  A  |)residing  officer,  having 
granted  an  exem])tion  r(;(pie.st  from 
using  F-Filing,  may  recjuire  a  ])articipant 
or  j)arty  to  use  F-Filing  if  the  |)residing 
officer  suhs{;(iuently  determines  that  the 
r(;ason  for  granting  the  exemption  from 
use  of  F-Filing  no  longer  (;xi.sls. 

Docum(;nts  submitted  iu  adjudicatorv 
))roceedings  will  appear  in  the  NRC’s 
electronic  hearing  docket  which  is 
available  to  the  public  at  http:// 
dlidl .nrc.}’C)v/ehd/,  unle.ss  excluded 
pursuant  to  an  order  of  the  (Commi.ssion, 
or  the  presiding  officer.  Participants  are 
requested  not  to  include  personal 
privacy  information,  such  as  social 
security  numbers,  home  addresses,  or 
lu)me  phone  numbers  in  th(;ir  filings, 
unless  an  NRC  ri;gulation  or  other  law 
reepdres  submission  of  such 
information.  With  resjiect  to 
copyrighted  works.  excej)t  for  limited 
excerpts  that  serve  the  |)urpos(;  of  the 
adjudicatorv  filings  and  would 
con.stitute  a  Fair  Use  application, 
participants  are  recpie.sted  not  to  include 
coj)vrighted  materials  in  their 
suinnission. 

Petitions  for  l(;av(;  to  intervene  must 
be  fil(;(l  no  later  than  (it)  (lavs  from 
Januarv  2.'j.  2013.  Retpiests  for  h(;aring. 
j)etitions  for  l(;ave  to  intervene,  and 
motions  for  leave  to  file  new  or 
amended  contiaitions  that  are  filed  after 
tin;  (iO-day  (l(;a(lline  will  not  he 
entertained  absent  a  (l(;termination  bv 
the  i)r(;.siding  officer  that  the  filing 
demonstrates  good  cause  bv  satisfving 
tbe  following  tbr(;e  factors  in  10  (CFR 
2.300(c)(1):  (i)  The  information  u])on 
which  the  filing  is  based  was  not 
previously  available;  (ii)  the  information 
u])on  which  the  filing  is  based  is 
mat(;rially  different  from  information 
])reviously  available;  and  (iii)  the  filing 
has  b(;en  submitted  in  a  timely  fashion 
based  on  the  availability  of  the 
sub.s(;(pi(;nt  information. 

For  further  d(;tails  with  r(;spect  to  this 
action,  .s(;e  the  a])j)lication  for 
amen(hn(;nt  dated  Januarv  1.1.  2013. 

Attorney  for  licensed:  Ms.  Kathryn  M. 
.Sutton,  Morgan.  F(;wis  K  Bockius  FF(C, 
1111  Pcainsylvania  Avenue  NW., 
Washington.  D(C  20004-2.114. 

Dated  at  Rockville.  Maryland,  this  IHth  day 
of  Jamiary.  201.3. 


For  the  Niichxir  Regulatory  (Coniiiiission. 
Deiiist;  L.  M<:(Jovi:in, 

ProjecI  Manie^er.  Licensinii  lirancli  4,  division 
(>l  \’e\v  thuictnr  I.iceusin^.  Office  of  Mew 
Iteoctors. 

|1K  tJoi:.  2()i;i-l)l.'')!l4  Filed  l-24-i;i:  K:45  aii)| 
BILLING  CODE  P 


NUCLEAR  REGULATORY 
COMMISSION 

[Docket  No.  040-08502;  NRC-2009-0036] 

Supplemental  Environmental 
Assessment  and  Finding  of  No 
Significant  Impact  for  License  Renewal 
for  Uranium  One  USA,  Inc.,  Willow 
Creek  Uranium  In-Situ  Recovery 
Project,  Johnson  and  Campbell 
Counties,  WY,  License  SUA-1341 

agency:  Nuclear  Regulatory 
(CCommission. 

ACTION:  Notice  of  availability. 

ADDRESSES:  Plea.se  refer  to  Docket  ID 
NR(C-2()()n-(){)3()  when  contacting  the 
NRC  about  the  availability  of 
information  r(;garding  this  document. 
You  may  acce.ss  information  related  to 
this  document,  which  the  NR(" 

|)o.ss(;ss(;s  and  are  ))ublicly-available, 
using  iiny  of  the  following  methods: 

•  Vederal  Uideinnkine  Weh  site:  Co  to 
http://\\'\v\\’. regidntions.gov  and  .search 
for  Docket  ID  NR('-20()tM)()3(i.  Address 
(juestions  about  NR(^  dockets  to  Carol 
(fallagher;  telephone:  3()1-4t)2-3()(i8; 
emai  1 :  Carol. Gall(igher@nrc. gov. 

•  MRC's  Agencyw'ide  Docinnents 
Access  and  Management  Svstein 
(ADAMS):You  may  access  publicly- 
available  documents  online  in  the  NRC 
Fihrary  at  http://\v\v\v.nrc.gov/reading- 
rin/adains.htinl.  To  b(;gin  the  search, 
.select  "ADAMS  Public  Docinnents"  and 
then  .sel(!ct  "Begin  Web-based  /\DAMS 
Search."  For  problems  with  ADAM.S. 
please  contact  the  NRC’s  Public 
Docum(;nt  Room  (PDR)  refeinaice  staff  at 
1-8(){)-3‘)7-420f),  301-41.1-4737,  or  by 
(;mail  to  pdr.resonrce@nrc.gov.  3'he 
ADAM.S  acc(;.ssion  numb(;r  for  (;ach 
document  referenced  in  this  notice  (if 
that  document  is  available  in  ADAM.S) 
is  provided  the  first  time  that  a 
document  is  referenc(;d.  In  addition,  for 
the  conv(;nience  of  the  reader,  the 
ADAM.S  acc(;.s.sion  numbers  are 
IHOvided  in  a  table  in  .S(;ction  IV  of  this 
notice. 

•  NBC's  PDB:  You  may  (;xamine  and 
l)urcha.se  copies  of  ]nd)lic  docuimaits  at 
the  NRC’s  PDR.  Room  ()1-F21,  One 
White  Flint  North,  11.1.15  Rockville 
Pike,  Rockville.  Marvland  208.12. 

FOR  FURTHER  INFORMATION  CONTACT:  Ron 
(k  Linton,  Project  Manager,  Office  of 


Federal  Register/ Vol.  78,  No.  17/Fri(lay,  January  25,  2013/Notices 


5515 


luKloral  and  State  Material.s  and 
Environmental  Management  l^rograms, 
IJ.S.  Nuclear  Regulatory  Commission, 
Washington,  DC  2().55.5-()()()l:  tele])hone: 
301-41.5-7777;  email: 
Ron.Linton@nr(:.g()v. 

SUPPLEMENTARY  INFORMATION: 

I.  Introdiiclion 

The  II.S.  Nuclear  Regulatory 
Commission  (NRC)  is  considering  the 
iTMicnval  of  Source  Materials  License; 
SlJA-1341  for  continued  uranium 
l)rodnction  operations  and  in-sHii 
recovery  (/.SR)  of  uranium  at  the  Willow 
Creek  Project  (formally  known  as 
Irigaray  and  Chri.stensen  Ranch  Project) 
in  Johnson  and  Campbell  Counties, 
Wyoming.  The  NRC  has  prejiared  a 
.Sup])lemental  Environmental 
A.sse.ssment  (.SEA)  to  the  Environmental 
Assessment  (EA)  published  in  July 
2011,  in  support  of  this  proposed 
license  renewal  in  accordance  with  the 
reejuirements  in  j)art  51  of  Title  10  of  the 
(A)de  o  f  Federal  Regulations  (10  CER). 
Based  on  the  .SEA,  the  NRC  has 
concluded  that  a  Finding  of  No 
Significant  Impact  (FON.SI)  is 
a])])ropriate.  The  NRC  is  also  conducting 
a  safety  evaluation  of  the  proposed 
license  renewal,  pursuant  to  10  CFR 
j)art  40.  The  results  of  the  safetv 
evaluation  will  he  documented  in  a 
se])arate  .Safety  Evaluation  Report.  If 
a])]n'oved,  the  NRC  will  issue  the 
renewed  license  following  the 
publication  of  this  notice. 

II.  Supplemental  Environmental 
Assessment  Summary 

On  May  30,  2008,  Cogema  Mining, 

Inc.  submitted  an  ap])lication  to  the 
NRC,  requesting  license  renewal  of 
Source  Materials  License  .SUA-1341.  On 
December  17,  2009,  the  NRC  consented 
to  a  change  of  control  of  the  license  and 


Uranium  One,  U.SA,  Inc.  (Uranium  One) 
became  the  licensee  for  .Source 
Mat(;rial.s  Licen.se  .SUA-1341.  The  NRC 
com])leled  a  Final  EA  and  FON.SI  for  the 
license  renewal  recpie.st  on  July  7,  2011. 
This  .SEA  was  prejiared  after  |)ut)lication 
of  the  EA  due  to  the  licensee’s  request 
to  increa.se  the  flow  rate  of  op(;ration.s 
from  4,000  gallons  ])er  minute  (gpm)  to 
9,000  gj)!!!.  The  proposed  action  in  this 
.SEA  is  to  increase  the  Christensen 
Ranch  .satellite  plant  throughput  from 
4,000  gpm  to  9.000  gpm., 

The  NRC  staff  has  determined  that 
this  increase  in  flow  rate  will  not 
change  the  licensed  boundary,  and  will 
only  require  minor  modifications  to  the 
satellite  j)lant  resulting  in  an  increase  in 
the  satellite  ])lant  footprint  of 
approximately  000  .square  feet.  The 
increase  in  flow  rate  will  allow  the 
licensee  to  operate  mon;  wellfields 
simultaneously,  hut  will  not  change 
production  rates  from  already  ap))roved 
wellfields  because  the  production  unit 
g(;ologic  properties  control  the  How  rate 
at  which  each  wellfield  can  be  operated, 
which  has  not  changed  from  previous 
evaluations.  In  the  .SEA,  the  .staff 
considered  the  following  environmental 
resource  areas  in  its  (;valuation:  Air 
(juality,  public  and  occiqialional  doses; 
soil  and  groundwater;  waste 
management  and  transportation.  Public 
and  occu])ational  exposures  are 
ex])ected  to  remain  below  the  limits 
established  in  10  CFR  ])art  20.  .Soil  and 
groundwater  are  not  expected  to  be 
imjiacted  b(;yond  what  has  alreadv  been 
evaluated,  as  the  j)ropo,sed  action  will 
allow  the  licen.see  to  j)roduce  at  a  faster 
rate,  but  not  from  more  production 
areas.  Uranium  One  maintains 
acceptable  waste  management  ])ractices 
and  ])rocedure.s  and  even  with  the 
increase  in  flow  rate,  the  waste 
management  imj)acts  are  exjjected  to  be 


small.  The  increase  in  flow  rate  will 
result  in  one  additional  transfer  of  resin 
daily  and  one  additional  truck 
transporting  resin  daily  to  the  Irigarav 
central  processing  plant.  This  increa.se 
does  not  affect  the  ])revious  analysis 
di.scussed  in  the  EA.  The  staff 
concluded  that  the  proposed  lO-vear 
ren(;wal  of  .Source;  Material.s  License 
.SUA-1341  will  not  residt  in  a 
significant  impact  to  the  environment. 

During  development  of  the  SEA,  NRC 
staff  requested  i;omment.s  from  the 
Wyoming  De})artment  of  Environmental 
Quality  (WDEQ)  on  the  increase  in  flow 
rate;;  ne)ne;  were  pre)viele;el. 

III.  Finding  of  No  Significant  Impact 

The  NRC  staff  heis  prepareel  an  .SEA  in 
support  of  the  jiroposed  action.  On  the; 
basis  of  this  .SEA.  the;  NRC  finels  that 
there  are  no  .signifie;ant  environmental 
impae:ts  from  the;  jireipeiseel  action,  anel 
that  the;  prejiaration  of  an  e;nvire)nnu;ntal 
impae:t  statement  is  neit  warrante;el. 
Ae:e;orelingly.  the  NRC  has  eletermineel 
that  a  Fineling  eif  Ne;  .Signifie:ant  hnj)ae:t 
is  apprf'priate. 

IV.  Fiirthe;r  Information 

De)e;ume;nt.s  relateel  to  this  actieni, 
ine:lueling  the  applie:atie)n  for 
ame;nehne;nt  anel  siqipeirting 
eleieiumentatieni,  are;  available; 
e;le;e:tronie:ally  at  the;  NRC  Library  at 
http://\\'\v\\’.nrc.<’ov/reading-rin/ 
adanis.htinl.  Freiin  this  site,  you  e;an 
ae;ce;.ss  the;  NRC's  Age;ne;ywiele 
De)e:ume;nt  Ae;e;e;s.s  anel  Management 
.System  (ADAM.S),  whie;h  ])re)viele;.s  text 
anel  image;  files  of  NRC’s  jniblie; 
eleicuments.  The  ADAM.S  ae;e:e;.ssion 
numbe;rs  for  the;  eloe;uments  related  to 
this  ne)tie:e  are;  pre)vidt;d  in  the  following 
table; 


Document 


ADAMS  Accession 
No. 


Final  Environmental  Assessment,  July  7,  201 1  . 

License  Renewal  Revision  (LRA),  Revision  and  Request  for  Flow  Rate  Increase,  March  7,  2012  . 

Acceptance  For  Review  And  Request  For  Additional  Information,  Supplemental  Information  to  2008  License  Renewal  Appli¬ 
cation,  June  7,  2012. 


ML1 03270681 
ML1 20820095 
ML12152A159 


Response  to  RAIs  for  Supplemental  Information  to  2008  License  Renewal  Application,  July  7,  2012 

LRA  Revision,  July  10,  2012  . 

Letter  to  WDEQ,  Request  for  Comments  . 

Email  response  from  WDEQ . 

Supplemental  Environmental  Assessment  . 


ML12206A436 

ML12206A436 

ML12230A086 

ML12285A074 

ML12289A522 


If  you  do  not  have  acco.ss  to  ADAM.S 
or  if  then;  an;  problems  in  acce.ssing  the 
documents  located  in  ADAM.S,  contact 
the  NRC  Rublic  Document  Room  (PDR) 
Reference  staff  at  l-8()()-397-42()9,  301- 
415-4737  or  by  email  to 
pdr.  resource@nrc.gov. 


These  documents  may  also  be  viewed 
electronically  on  the  public  computers 
located  at  the  NRC’s  Rublic  Document 
Room  (RDR),  O  1  F21,  (Ine  White  Flint 
North,  11555  Rockville  Rike,  Rockville, 
MD  20852.  The  RDR  reproduction 


contractor  will  cojiv  documents  for  a 
fee. 

Dated  at  Rockville.  Maryland,  Kith  day  of 
laiiuary  2013. 
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I’or  llu;  Niuloar  Rogiilatorv  Coiiimissioii. 
Ainlnfw  Pei'sinko, 

Drpiity  Dimclor.  Dacomiiiissioninfi  nmi 
I  •rdniiim  l{(u:()vvry  Licunsinf’  Diivclonild. 
Division  of  Wosto  Monof’omonl  and 
Hnvironmrnlal  Prohu  lion.  Oflico  nj  Fodcrol 
and  Slol(‘  Moloricds  and  Hnvironnu‘nl(d 
Manof’dinanl  Pro}>nnns. 

IKK  Doc.  20n-()ir.Hl  l'il(!<l  1-24-13;  iiinl 
BILLING  CODE  7590-01 -P 


OCCUPATIONAL  SAFETY  AND 
HEALTH  REVIEW  COMMISSION 

Senior  Executive  Service  Performance 
Review  Board  Membership 

agency;  Occupational  Safety  and  Health 
Review  Connnission. 

ACTION;  Annual  notice. 

SUMMARY;  Notice  is  given  under  .5  U.S.C. 
4314(c)(4)  of  the  appointment  of 
inenihers  to  the  Performance  Review 
Hoard  (PRll)  of  the  Occnjiational  Safetv 
and  Health  Review  Commi.ssion. 

DATES;  Memhership  is  effective  on 
january  25.  2013. 

FOR  FURTHER  INFORMATION  CONTACT; 
Linda  M.  Beard.  Human  Resources 
S])ec:iali.st.  IJ.S.  Occu])alional  Safety  and 
Health  Review  Oommission.  1120  2()th 
.Street  N\Y..  Washington.  DO  20030. 

(202)  00()-5393. 

SUPPLEMENTARY  INFORMATION;  The 
Review  Commission,  as  required  hv  5 
l)..S.(i.  4314(c)(1)  through  (5),  has 
estahlished  a  .Senior  Fxecutive  .Service 
PRB.  The  PRB  reviews  and  evaluates  the 
initial  appraisal  of  a  senior  executive's 
performance  by  the  supervisor,  and 
makes  recommendations  to  the 
Chairman  of  the  Review  (Commission 
regarding  performance  ratings, 
performance  awards,  and  j)ay-for- 
jierformance  adjustments.  Members  of 
the  PRB  serve  for  a  period  of  24  months. 
In  the  case  of  an  appraisal  of  a  career 
apjjointee.  more  than  half  of  the 
members  shall  consist  of  career 
appointees,  pursuant  to  5  l]..S.(C. 
4314(c)(5).  The  names  and  titles  of  the 
PRB  members  are  as  follows: 

•  Nicholas  M.  Inzeo,  Director.  Office 
of  Field  Programs,  U..S.  Equal 
Employment  Opjiort unity  ("ommission; 

•  jeffrey  Risinger,  Human  Resources 
Director.  Federal  Housing  Finance 
Agency:  and 

•  )oel  R.  .Schajiira.  Depntv  (ieneral 
(Counsel,  Defen.se  Nuclear  Facilities 
.Safety  Board. 

Billed:  |iimiiirv  lli.  2013. 

I lioinasiiia  V.  Rogers. 

(duiinnan. 

|FK  Doc.  201:1-01.517  Filed  1-24-13:  a:4.'>  ami 
BILLING  CODE  7600-01-P 


OVERSEAS  PRIVATE  INVESTMENT 
CORPORATION 

Sunshine  Act:  OPIC  Annual  Public 
Hearing 

TIME  AND  date:  2  p.m.,  Wednesday, 

March  13.  2013. 

PLACE:  Offices  of  the  (Cor])onition. 

Twelfth  Floor  Boiird  Room.  1100  New 
York  Avenue  NW.,  Washington.  D(C. 
STATUS:  Hearing  ojien  to  the  public  <it  2 
p.m. 

PURPOSE:  Annual  Public  Hearing  to 
afford  an  opportunity  for  any  person  to 
pre.sent  views  regarding  the  activities  of 
the  (Corporation. 

PROCEDURES: 

Individuals  wishing  to  address  the 
hearing  orally  must  provide  advance 
notice  to  OPKC’s  (Corporate  .Secretarv  no 
later  than  5  ii.m.  Monday,  February  25, 
2013.  The  notice  mu.st  include  the 
individuaTs  name,  title,  organization, 
address,  email.  tele])hone  number,  and 
a  conci.se  summary  of  the  subject  matter 
to  he  ])resented. 

Oral  iiresentations  may  not  exceed  ten 
(10)  minutes.  The  lime  for  individual 
])resentations  may  be  reduced 
proportionately,  if  nece.ssary.  to  afford 
all  participants  who  have  submitted  a 
timelv  reijuest  an  opportunity  to  he 
heard. 

Participants  wishing  to  submit  a 
written  statement  for  the  record  mu.st 
submit  a  co]iy  of  such  .statement  to 
OPlC’s  (Coi’iiorate  .Secretary  no  later  than 
5  p.m.  Monday,  February  25,  2013.  .Such 
statement  must  he  ty|)ewritten,  double- 
spaced.  and  may  not  exceed  twentv-five 
(25)  jiages. 

Upon  receipt  of  the  reipiired  notice. 
OPIC  will  prejiare  an  agenda  for  the 
hearing  identifying  speakers,  setting 
forth  the  subject  on  which  each 
j}artici])ant  will  speak,  and  the  time 
allotted  for  each  jne.sentation.  The 
agenda  will  be  available  at  the  hearing. 

A  written  sinmnary  of  the  hearing  will 
he  conqiiled,  and  such  summary  will  be 
made  available,  upon  written  recpie.st  to 
OPIC's  Corporate  .Secretary,  at  the  co.st 
of  reproduction. 

CONTACT  PERSON  FOR  INFORMATION: 
Information  on  the  hearing  may  be 
obtained  from  (ionnie  M.  Downs  at  (202) 
33()-8438,  via  email  at 
(:onni(;.do\vns@()})i(:.g()\'.  or  via  facsimile 
at  (202)  408-0207. 

SUPPLEMENTARY  INFORMATION:  OPIC  is  a 
U..S.  Covernment  agency  that  provides, 
on  a  commercial  basis,  political  risk 
insurance  and  financing  in  friendly 
developing  countries  and  emerging 
democracies  for  environmentally  sound 
projects  that  confer  jiositive 
develojimental  benefits  upon  the  jiroject 


country  while  creating  emiiloyment  in 
the  II. .S.  OPIC  is  reijuired  by  section 
23  lA(c)  of  the  Foreign  Assistance  Act  of 
1001 ,  as  amended  (the  “Act”)  to  hold  at 
least  one  jniblic  hearing  each  year. 

I):tl(!(l:  Inmiaiy  22.  201  :i. 

Connie;  M.  Downs, 

OPKi Corpomto  Sacrclaiy. 

|FK  Doc.  2(li;t-()l(i0.')  Fili!(l  l-2:i-13;  1 1:1.'>  !ini| 
BILLING  CODE  3210-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68690;  File  No.  SR-DTC- 
2012-810] 

Self-Regulatory  Organizations;  The 
Depository  Trust  Company;  Notice  of 
Filing  Advance  Notice  To  Reduce 
Liquidity  Risk  Relating  to  Its 
Processing  of  Maturity  and  Income 
Presentments  and  Issuances  of  Money 
Market  Instruments 

lamiarv  18.  2013. 

Pursuant  to  .Section  8()(i(e)(l)  of  the 
Paym(;nt.  Clearing,  and  .Settlement 
.Supervision  Act  of  2010  (“Clearing 
.Siqiervision  Act”)  '  and  Rule  lOh- 
4(n)(l)(i)“  thereunder,  notice  is  hereby 
given  that  on  December  28,  2012.  The 
Depository  Trust  Company  (“DTC”) 
filed  with  the  .Securities  and  Exchange 
Commi.ssion  (“Commi.ssion”)  the 
advance  notice  de.scrihed  in  Items  1.  11 
and  111  below,  which  Items  havi;  been 
prepared  ])rimarily  by  DTC.  The 
Commission  is  jnihlishing  this  notice  to 
solicit  comments  on  the  advance  notice 
from  interested  jiersons. 

I.  Clearing  Agency’s  Statement  of  the 
Terms  of  Substance  of  the  Advance 
Notice 

DTC  is  ])ro|K)sing  to  change  the 
current  Largest  Provisional  Net  Credit 
(“LPNC”)  risk  management  control  in 
order  to  increase  withholding  from  one 
to  two  largest  jirovisional  credits  (on  an 
acronym  *  basis).  DTC  is  also  proposing 
to  modifv  its  Rules  as  they  relate  to  the 
Issuing/Paying  /Xgent’s  (“IPA’s”)  refusal 
to  pay  jiroce.ss.  DTC  is  projiosing  not  to 
process  a  reversal  of  a  transaction 
initiated  by  an  IPA  when  i.ssuances  of 
Money  Market  Instruments  (“MMls”)  in 
an  acronym  exceed,  in  dollar  value,  the 
maturity  or  income  presentments 
(“Maturity  Obligations”)  of  MMls  in  the 


'  12  IJ..S.(;.  .')4(i.'j(i0(l). 

-  17  CFK  24(l.lilli-4(n)(i). 

'  D  rC  oinploy.s  <)  Ibur-cliiiraclor  .icroiivni  lo 
(liisignali!  an  issnnr’s  Monov  Marknl  InsIniinnnI 
|)rn”iani.  An  i.ssnnr  can  have;  mnllipin  acnmvnis. 
llu!  Issuin^/l’aving  Agonl'.s  hank  u.sn.s  tho 
acronvnitsj  wlinn  sniiniitling  an  insiruclinn  lor  a 
giviMi  issiua’.s  Money  Markol  Inslrnmnnl  soenritios. 
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same  acronym  on  the  same  day.  As  a 
resnll,  at  the  jjoint  in  time  when 
issnan(:(\s  of  MMIs  in  an  acronym 
exceed,  in  dollar  valiu!,  the  Matnritv 
Obligations  of  the  MMIs  in  the  same 
acronym  on  that  day,  DTO  will  remove 
the  LPN(',  control  with  respect  to  the 
alfectcul  acronym. 

II.  (Clearing  Agency’s  Statement  of 
Purpose  Jif,  and  Statutory  Basis  for,  the 
Advance  Notice 

In  its  filing  with  the  Commission, 

DT(',  included  statements  concerning 
the  purpose  of  and  basis  for  the  advance 
notice  and  di.scu.ssed  any  comments  it 
received  on  the  advance  notice.  The  text 
of  these  statements  may  he  examined  at 
the  j)laces  specified  in  Item  IV  below. 
DT(’  has  prepared  summaries,  set  forth 
in  sections  (A)  and  (B)  below,  of  the 
most  significant  as]3ects  of  such 
statements.'* 

(A]  Advance  Notices  Filed  Pursuant  to 
Section  8()(He}  of  the  Payment,  (Hearing 
and  Settlement  Snj)en'ision  Act 

De.scription  of  Change 

MMl  pre.sentment  ])rocessing  is 
initiated  antomaticallv  by  DT(]  each 
morning  for  MMIs  maturing  that  day. 
The  automatic  jjrocess  electronically 
sweeps  all  maturiug  jjositious  of  MMl 
(TISIPs  from  DT("  Participant  accounts 
and  creates  the  Maturity  Obligations. 

'I’he  matured  MMIs  are,  subject  to  DTC 
Rules,  delivered  to  the  ap])licahle  IPA, 
a  DT(]  Partici])ant.  and  DTC-  debits  the 
IPA’s  account  for  the  amount  of  the 
Maturity  Obligations.  In  accordance 
with  DT(]  Rules,  payment  will  he  due 
from  the  IPA  for  net  .settlement  to  the 
extent,  if  any,  that  the  IPA  has  a  net 
debit  balance  in  its  settlement  account 
at  end-of-day. 

Without  regard  to  DTC',  net  .settlement. 
MMl  issuers  and  IPAs  commonly  view 
the  primary  source  of  funding  of 
payments  for  Maturity  Obligations  of 
MMIs  as  flowing  from  new  issuances  of 
MMIs  in  the  .same  acronym  by  that 
issuer  on  that  day.  In  a  situation  where 
tho.se  new  issuances  exi;eed  the 
Maturity  Obligations,  the  issuer  would 
have  no  net  hinds  payment  due  to  the 
IPA  on  that  dav.  flowever,  because 
Maturity  Obligations  of  MMIs  are 
jirocessed  automatically  at  DTC-,  IPAs 
currently  ojierationallv  have  the  ahilitv 
to  pay  for  all  of  an  issuer’s  maturities. 
An  IPA  that  refuses  payment  on  an  MMl 
mu.st  communicate  its  intention  to  DTC'- 
using  the  DTC'  Participant  Terminal/ 
Browser  Service  (“PTS/PBS”)  MMRP 
function.  This  communication  is 
referred  to  as  an  l.ssuer  Failnre/Refusal 


•*Th(!  Coiniiiission  lia.s  nioditiod  llio  text  (il  lho 
summaries  pniiiarad  l)v  DTO. 


to  Pay  (“RTP”)  and  it  allows  the  Paying 
Agent  to  enter  a  refusal  to  jiay 
instruction  for  a  particular  issuer 
acronym  u])  to  3:()t)  ji.m.  Fastern  Time 
(“I-IT”)  on  the  date  of  the  affected 
maturity  or  income  iiresentment.  Such 
an  instruction  will  cause  DTC).  pursuant 
to  its  Rules,  to  reverse  all  tran.sactions 
related  to  that  issuer’s  acronym, 
including  Maturity  Obligations  and  any 
new  i.ssnances,  posing  a  potential  for 
systemic  risk  since  the  reversals  may 
override  DTO’s  risk  management 
controls  (e.g.,  collateral  monitor^’  and 
net  debit  ca])'*)- 

To  mitigate  the  risks  as.sociated  with 
an  RTP,  DTC  employs  the  LPNC:  ri.sk 
management  control.  On  each 
processing  day,  DTC-  withholds  intradav 
credit  from  each  MMl  Participant  for  the 
largest  credit  with  respect  to  an  issuer’s 
acronym,  for  ])urpose.s  of  calculating  the 
Participant’s  net  settlement  balance  and 
collateral  monitor.  As  such,  this  single 
largest  credit  is  jirovisional  and  is  not 
included  in  the  calculation  of  the 
Participant’s  collateral  monitor  or  in  the 
settlement  balance  measured  against  its 
net  debit  cap.  UfCi  believes  that  the 
Li*NC:  control  will  helj)  protect  DTC: 
again.st  either  (i)  the  single  largest  issuer 
failure  on  a  business  day,  or  (ii) 
multiple  failures  on  a  husine.ss  day  that, 
taken  together,  do  not  exceed  the  largest 
provisional  net  cnulit. 

Maturity  payment  ])rocedure.s  were 
designed  to  limit  credit,  licpiidity,  and 
operational  risk  for  DTCi  and 
Partici])ant.s  in  tin;  MMl  program.  In  an 
effort  to  further  mitigate  these  risks, 

D'Ri  is  projjosing  the  following  changes 
to  current  processing  as.sociated  with  (1) 
the  LPNC  control  and  (2)  limiting 
intraday  MMl  reversals  under  specified 
conditions: 


^■DTO  tnicTs  (:ollat(triil  in  a  I’artifapanl's  account 
llnon‘;h  tin;  Collatoral  Monitor  ("CM").  At  ail  tiiiKi.s. 
tin;  CM  riilloc.ts  tlio  amount  liy  which  tin;  collateral 
value  in  the  account  exceeds  the  net  (hihit  balance 
in  the  account.  Wluni  processing  a  transat:tion.  DTC 
verifies  that  the  CM  r)f  each  of  tiu!  delivertir  and 
receiver  will  not  hecome  negative  wlum  the 
transaction  is  proraissiul.  If  the  transaction  would 
cans(!  either  jiarty  to  hav(!  a  negative  CM.  the 
transaction  will  recycle  until  the;  didicient  ar:connt 
has  snfficieni  collateral  to  |)roc(!(!d  or  until  thi; 
applicahle  cutoff  occurs. 

'’'I'hi!  n(!t  d(!hit  cap  control  is  (hisigniul  .so  that 
irrc  may  complete  settlement,  even  if  a  I’articipant 
fails  to  settle.  Before  completing  a  transaction  in 
which  a  I’articijiant  is  tin;  niceiver.  D'l'C  calculates 
the  eflect  the  transaction  wonid  havi;  on  such 
Participant's  account,  and  deteriniiuis  whether  anv 
resnlting  net  dehit  halance  would  exceed  the 
Participant's  net  dedrit  cap.  Any  transaction  that 
wonid  cause  the  iMil  rlt!l)il  halance  to  exceed  the  net 
chihit  cap  is  placed  on  a  pending  (recycling)  (piene 
until  the  net  dehit  cap  will  not  he  excetided  hv 
processing  the  transaction. 


(1)  Iticroasi;  Withholding  From  One  to 
Two  I-PNCs 

DT(i  is  proposing  to  change  the 
current  LRN(-  risk  management  control 
in  order  to  increase  withholding  from 
one  to  two  largest  jtrovisional  credits 
(on  an  acrotiym  htisis).  DT('-  believes  this 
will  provide  increasttd  risk  protection  in 
the  event  of  transiiction  reversals  due  to 
multi])le  is.suer  defaitlts  or  a  single 
issuer  default  with  two  or  more  MMl 
programs. 

DT(]  has  conducted  a  simulation 
analysis  to  measure  the  impact  to  IPAs 
and  custodians/dealers  of  an  increase  in 
LPNC'-  controls  from  one  to  two  on 
settlement  blockage^  intraday  during 
peak  processing  jjeriods.  DTC-  analyzed 
the  blockage  level  for  both  the  IPAs  and 
custodians/dealers  as  separate  segments 
since  each  react  to  the  additional 
blockage  in  diffenmt  ways.  D'l'G  believes 
the  results  of  the  simulation  analysis 
indicated  that  there  will  he  no  material 
change  in  settlement  blockage. 

(2)  Eliminate  Intraday  Peversals  When 
MMl  Issuances  Exceed  Matnritv 
Obligations 

Dl’Ci  is  also  proposing  to  modifv  its 
Rules  as  they  relate  to  the  refusal  to  pay 
process.  As  planned,  DTCi  will  not 
jmK'.ess  a  rever.sal  of  a  transaction 
initiated  by  an  IPA  when  i.ssuances  of 
MMIs  in  an  acronym  exceed,  in  dollar 
valiK!,  the  Matnritv  Obligations  of  MMIs 
in  the  .same  acronym  on  the  same  day. 

In  such  instances,  DTC]  will  not  process 
a  reversal  of  the  transaction  because  the 
IPA  would  have  no  rea.son  to  exercise 
the  nTu.sal  to  j)ay  for  that  acronym  on 
that  settlement  day.  As  a  result,  hecau.se 
the  LPNC  control  is  designed  to  prf)tect 
again.st  transaction  reversals,  at  the 
point  in  time  when  issuances  of  MMIs 
in  an  acronym  exceed,  in  dollar  value, 
the  Maturity  Obligations  of  the  MMIs  in 
the  same  acronym  on  that  day,  DTC 
projjoses  not  to  apjfly  the  LPNC-  control 
with  resiJ(;ct  to  the  affected  acronym. 

Anticipated  Effect  on  and  Management 
of  Ri.sk 

DTC  believes  that  the  projio.sed 
changes  will  mitigate  the  systemic  ri.sk 
associated  with  MMl  transaction 
reversals  due  to  an  IPA  refu.sal  to  pay 
instruction  by  increasing  withholding 
from  one  to  two  large.st  provisional 
credits  (on  an  acronym  liasis).  DTC] 
believes  that  this  will  provide  increa.sed 
risk  j)rotection  in  the  event  of 
transaction  niversals  due  to  multiple 
issuer  defavdts  or  a  single  is.suer  default 
with  two  or  more  MMl  programs.  By 


^ .SoltliMiicnt  hlocka^t;  rolhrs  to  transactions  that 
cannot  ho  coinplot(!(l  duo  to  a  rocoivor's  ni!t  dohit 
cap  or  collat(n'nl  monitor  controls. 
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mitigating  DTC’s  and  tlm  financial 
systems  exj)osnre  to  this  systemic  risk, 
lirtl  Ixilieves  that  the  |)rop()se(l  cliange 
will  contribute;  to  the  goal  of  financial 
stability  in  the  event  of  a  default,  and  is 
consistent  with  the  {3’S.S-I()S(X) 
Recommendations  for  Securities 
.S(;ttlement  Systems'*  a])])licahle  to  DTCi. 

ITIX'  has  (liscu.ssed  this  proposal  with 
various  industry  groups,  iuclndiug  the 
Participants  that  transact  in  MMls.  none 
of  whom  objected,  according  to  I)T(i. 
According  to  DT('„  the  Partici])ants 
understand  that  the  (;limination  of 
intraday  reversals  when  issuances 
exceed  Maturity  Obligations  will  result 
in  no  mat(;rial  change  in  settlement 
blockage  and  will  mitigate  sy.stemic  risk 
as  a  whole.  DT(^  believes  the  projjo.sed 
changes  should  promote  settlement 
finality  by  |)recluding  reversals  for  those 
issuances. 

(B)  CAimrin}>  Agf^ncy's  .S/o/emeu/  on 
(A)inmonts  on  tho  Advonco  Notice 
Received  I'roni  Members.  Participants, 
or  Othei-s 

The  subject  proposal  regarding  MMls 
was  developed  in  consultation  with 
various  industry  organizations.  Written 
comments  relating  to  the  proposed 
changes  contained  in  the  advance  notice 
have  not  vet  heiin  solicitiid  or  received. 
1)T('  will  notifv  the  C.ommi.ssiou  of  auv 
writtiiu  comments  niceiviid  hv  DTO. 

III.  Date  of  Klfectiveness  of  the  Advance 
Notice  and  Timing  for  (Commission 
Action 

The  clearing  agency  may  im|)lemeut 
the  jiroposed  change  pursuant  to 
S(;ction  H()(i(e)(  l)((d  of  the  (Clearing 
Sujiervision  Act  *'  if  it  has  not  received 
an  objection  to  the  proposed  change 
within  80  days  of  the  later  of  (i)  the  date 
that  the  C.ommi.ssiou  riiceived  the 
advance  notice  or  (ii)  the  date  the 
("ommi.ssion  receives  any  further 
information  it  reciuested  for 
consideration  of  the  notice.  The  clearing 
agency  shall  not  implement  the 
jH’ojJo.sed  change  if  the  {^Commission  has 
any  objection  to  the  projiosiid  change. 

The  (Commission  may  extend  the 
period  for  review  by  an  additional  (K) 
days  if  the  jiroposed  change  raises  novel 
or  complex  issmis,  subject  to  the 
(Commi.ssion  |)roviiling  the  clearing 
agency  with  prompt  written  notice  of 
the  extension.  A  jirojio.sed  change  mav 
lx;  im])h;mented  in  less  than  (it)  days 
from  the  date  of  receijit  of  the  advance 

"I’riiiciplos  lor  Kiiiiinciiil  M;irkol  Inirastrucluros 
ol  till!  OoiniiiitliM!  on  Piivnunil  and  .Scittloinnnt 
.SysUiins  and  Ihn  T(M:lini(;al  OinnnitliH!  ol  llii! 
Inlcnnalional  ()r<>ani/.alion  ol  .S(M:iiriti(;s 
(Commissions  (“(;i’.S.S-l().S(C()")  (April  2012). 
available  at  litti}://\\  \v\v.ltis.or}!,/puhl/cpsKl(IUi.ixll. 

•‘12  ll-.S.C.  .'■)4(i.a(<!)(l )((;). 


notice,  or  the  dat(;  the  (Commission 
receives  any  further  information  it 
riiipiested.  if  the  (Commission  notifies 
the  clearing  agency  in  writing  that  it 
does  not  object  to  the  ])ro|)o.sed  change 
and  authorizes  the  clearing  agency  to 
imiilement  the  jiroposed  change  on  an 
earlier  date,  subject  to  any  conditions 
impo.sed  by  the  (Commi.ssion.  The 
clearing  agenev  shall  post  notice  on  its 
Web  site  of  projio.sed  changes  that  are 
imjilemented. 

The  jiroposal  shall  not  take  effect 
until  all  regulatory  actions  nicininid 
with  respect  to  the  propo.sal  are 
completed. 

IV.  Solicitation  of  (Comments 

Interested  persons  are  invited  to 
snhmit  written  data,  views,  and 
arguments  conc(;rning  the  foregoing, 
including  whether  the  advance  notice  is 
consistent  with  the  Clearing 
Supervision  Act.  (Comments  may  hi; 
submitted  by  any  of  the  following 
methods: 

Electronic  (Comments 

•  U.se  the  (Commission’s  lnt(;rn(;t 
comment  form  (htt p://\\'\\'\v.sec.gov/ 
rales/sro.shtinl]-,  or 

•  .Send  an  email  to  ride- 
connnents@sec:.gov.  Please  include  File 
Nnmher  SR-1)T(C-2()1 2-810  on  tin; 
subject  line. 

Paper  (ionnnents 

•  .Send  pajier  comm(;nts  in  triplicati; 
to  Klizaheth  M.  Mni'iiliv.  .Secr(;tarv, 
.Securities  and  Exchange  (Commission, 
100  F  Street  NE..  Washington,  iXC 
20.540-1090. 

All  submissions  should  n;fer  to  File 
Nnmher  .SR-DT(C-201 2-810.  This  file 
number  .should  he  included  on  the 
snhjec.t  line  if  email  is  u.sed.  To  hel])  the 
(Commission  process  and  review  your 
comments  more  (;ffici(;ntly,  ])lease  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  (http://\\’\v\v.sec.gov/ 
rules/sro.shtinl).  (Copies  of  the 
submission,  all  .snl).s(;(|nent 
amendments,  all  writt(;n  .statements 
with  respect  to  the  advance  notice  that 
an;  filed  with  the  (Commi.ssion,  and  all 

"‘irrc  iilsi)  lllod  (III!  propos.ilK  contained  in  llii.s 
advaiua!  niiticn  as  a  proposial  ruin  cliangn  tind(!r 
.Si!(:ti(m  l!l(l))(l)  ol  tiu!  Act  and  Kidn  l!)l)-4 
lli(!ri!imdi!r.  Uj  ll..S.(;.  7«s(l))(l):  17  Cl-K  24(1. 1!ll)-4. 
I’lirsiianl  lo  .Suction  l!l(l))(2)  ol  Iho  Act.  within  45 
(lavs  of  tin;  dale  of  piihlicalion  of  lln;  propostsi  ndo 
change;  in  IIk;  l'(!(l(!ral  Kngisinr  or  within  such 
longer  |)(!riod  up  to  tltl  (lavs  if  IIk;  Conunissiou 
(l(!signat(!s  or  tlu;  s(df-r(!gulator\’  orgaui/.alion 
conseails  Ihc  Conunissiou  will  (uIIkm':  (i)  l?y  order 
approve  or  disapprove;  the;  |)ropos(;(l  rule;  change;  or 
(ii)  institute;  pro(:(;(;(lings  lo  d(;l(;riuin(;  wh(;lh(;r  the; 
|)ropose;(l  rule;  ch.inge  should  he;  (lisapprov(;el.  15 
II..S.C.  7Hs(h)(2)(A).  Sac  K(;l(;a.S(;  No.  54-()854H 
(IJ(;c(;mh(;r  28.  2012),  78  I'K  7(15  ()anuary  4.  201:1). 


written  communications  relating  to  the 
advance  notice  between  the 
(Commission  and  any  person,  other  than 
those  that  may  he  withheld  from  the 
public  in  accordance  with  the 
jirovisions  of  5  ll..S.(C.  552,  will  he 
available  for  Web  site  viewing  and 
jirinting  in  the  (Commission’s  Public 
R(;fer(;nce  Room,  lOO  !•’  .Street  NE., 
Wiishington,  IXC  20549,  on  official 
business  thiys  between  the  hours  of 
1  ():()()  a.m.  .nid  3:00  p.m.  (Copies  of  such 
filings  also  will  he  available  for 
ins])ection  and  cojiying  at  tin;  ])rinci])al 
office  of  DT(C  iind  on  DT(C’s  Web  site  at 
http://dtcc.coin/do\vnloads/Ieg(d/ 
rule  filings/ 20 1 2/dtc/ 
Advance_Notice_SR_2l)  12 _3l0.pdf.  All 
comments  received  will  he  jiostttd 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  siihmissions.  Yon 
should  snhmit  only  information  that 
you  wish  to  make  available  ])nhllcly.  All 
snhmi.ssions  should  n;fer  to  File 
Nnmher  .SR-UT(C-2()1 2-810  and  should 
he  submitted  on  or  before  Fehrnary  15. 
2013. 

Hv  die;  (Coniinission 
Kevin  M.  O’Neill, 
i)a})ut\’  S(u:r(!t(irv. 
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Self-Regulatory  Organizations; 
NASDAQ  OMX  PHLX  LLC;  Notice  of 
Filing  of  Proposed  Rule  Change  To 
Amend  Exchange  Rules  507  and  1014 
To  Establish  Remote  Streaming  Quote 
Trader  Organizations 

laiiiuirv  IK,  2(113. 

Pursuant  to  .Section  19(h)(1)  of  the 
.Securities  Exchange  Act  of  1934 
(“Act”),'  and  Rule  19h-4^  thereunder, 
notice  is  herehv  given  that  on  )annarv  4, 
201 3.  NA.SI)A(4  OMX  PHEX  EL(C 
(“Phlx”  or  “Exchange”)  filed  with  the 
.Securities  and  Exclninge  (Commission 
(“(Commi.ssion”)  the  projiosed  rule 
change  as  described  in  Items  1,  II,  and 
III,  below,  which  Items  have  been 
])repiiretl  hv  the  Exchange.  'I’he 
(Commi.ssion  is  inihlishing  this  notice  to 
solicit  comments  on  the  ])ro])ose(l  rule 
change  from  interested  jiersons. 

'  15  II..S.(:.  78.s(l))(l). 

-  17  CFK  240.1  ;il)-4. 
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I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  (]hange 

Tlu;  Exchange  is  filing  with  the 
(ioininission  a  ijioposal  tc)  amend  Phlx 
Rules  .507  (A])j)li(:ation  for  Aj)])n)val  as 
an  SQT  or  R.SQT  and  A.ssignment  in 
Options)  and  1014  (Obligations  and 
Restrictions  Aj)j)li(:al)l(!  to  Si)ecialists 
and  Registered  Options  Traders)  to 
establish  that  member  organizations 
may  (pialifv  to  be  Remote  .Streaming 
Quote  Trader  Organizations  with  which 
as  many  as  three  Remote  Streaming 
Quote  Traders  may  be  affdiated. 

The  text  of  the  pro])osed  rule  change 
is  available  on  the  Exchange’s  Web  sit(! 
at  http:/ /imsdaqomxphlx.cch\v(iUstiv.et . 
rom/NASDAQOMXPHLX/Filinos/.  at 
the  ])rincij)al  office  of  the  Exchange,  and 
at  the  Commission’s  Public  Reference 
Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
.Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  includetl  .statements 
concerning  the  ])nr]K)se  of  and  basis  for 
the  ])ropo.s(!d  rule  change  and  di.scns.sed 
any  comments  it  rec;eived  on  the 
propo.sed  rule  change.  The  text  of  these 
statements  may  he  examined  at  the 
places  specified  in  Item  lY  below.  The 
Exchange  has  pre])ared  summaries,  set 
forth  in  .sections  A.  13.  and  C  hcdow,  of 
the  most  significant  aspects  of  such 
.statements. 

A.  S(df-Rf^giiI(iiory  Organi/Mt ion's 
StdtonionI  of  t ho  Purposo  of,  and 
Slatntory  Basis  for,  tho  Proposed  Hide 
Change 

1.  Purpose 

The  purpose  of  the  j)ropo.sed  rule 
change  is  to  amend  Phlx  Rules  .507  and 
1014  to  establish  that  member 
organizations  may  (jualify  to  he  Remote 
.Str(!aming  Quote  Trader  Organizations 
(“R.SQTOs”)  with  whicdi  as  many  as 
three  Remote  .Streaming  Quote  Traders 
may  he  affiliated. 

Background 

Remote  .Streaming  Quote  Traders 
(“RSQTs”)  are.  along  with  sj)eciali.sts, 
one  of  several  ly])es  of  Registered 
Option  Traders  (“ROTs”)  on  the 
Exchange.  ROTs  are  market  makers  that 
include  Streaming  Quote  Traders 


(‘‘iSQTs”),  *  R.SQTs,-*  Directcal  .Streaming 
Quote  Traders  (“D.SQ'I's”),  and  Directed 
Remote  .Stnnnning  Quote  Traders 
(‘•DRSQTs’’)  '^  (SQTs,  DSQTs,  and 
DR.SQTs  are  together  known  as  the 
“Other  .Streaming  Quote  Traders”). 

Rule  507  is  one  of  tin;  numerous  rules 
administered  by  the  Exchange  that  deal 
with  allocation  and  assignment  of 
securities  (the  “Allocation  and 
Assignment  Rules”).  The  Allocation  and 
Assignment  Rules  generally  de.scrihe  the 
proce.ss  lor:  Aj)plication  for  becoming 
and  appointment  of  specialists; 
allocation  of  cla.sses  of  options  to 
specialist  units  and  individual 
s])eciali.sts:  application  for  becoming 
and  apj)roval  of  .SQTs  and  RQTs  and 
a.ssignment  of  options  to  them:  and 
])erformance  evaluations.  The 
Allocation  and  Assignment  Rides  also 
indicate,  among  other  things,  under 
what  circumstances  new  allocations  to 
specialists  and  assignments  to 
.Streaming  Quote  Traders  may  not  he 
made.'* 

Rule  1014  is  the  jirincipal  rule  that 
deals  with  the  obligations  and 
restrictions  that  are  a])plicahle  to 
specialists  and  Registered  Option 
'I’raders.  Rule  1014  states  that,  in 
addition  to  other  reipdrements,  on  a 
daily  basis  R.SQTs  and  Other  .Streaming 
Quote  'I’raders  are  responsible  to  ipiote 
two-sided  markets  in  not  less  than  a 
specified  jiercentage  of  options  a.ssigned 
by  the  Exchange  at  the  reijnest  of  such 
traders. 7  unless  specifically  exempted 


■*  All  .SQ'l'  is  iin  Ktrr  wlio  lias  rcicaivad  pariiiissidii 
I'roiii  till!  Kxdiaiiso  to  f>iin(!ial(!  anil  siiliiiiil  i)|ilii)ii 
i|tii)latii)iis  i!li!t:liiiiiii:ally  in  iili<>ililii  opIiDiis  to 
wliicli  sudi  .SQT  is  assi}>niiil.  An  .SQT  may  only 
suliinit  siioli  limitations  ivliilii  sudi  .SQT  is 
plivsicallv  priisiiiit  on  tliii  Hour  ol  tlio  KxiJiango.  .Six' 
Kn'iii  1014(l))(ii)(A). 

■'  An  K.SQT  is  an  ROT  that  is  a  niiinil)i!r  or  iiiiimlii!!' 
organization  with  no  pliysioal  trailing  Hour 
priisonia!  who  has  roooiviiil  piirniission  Ironi  llio 
lixdiangii  to  gonoratii  anti  snhinit  option  i|notations 
olootronioally  in  digililo  options  to  wliioli  sudi 
R.SQT  has  liiii!n  assigiiiiil.  y\n  R.SQT  may  only 
suhinit  suoli  i|iiotations  iili!i:tronif:ally  lioni  olithii 
rioor  III  till!  Rxdiangi!.  .S'lxi  Riili!  tl)  t4(h)(ii)(B). 

A  DSQ  r  is  an  SQT  anil  a  DRSQ'f  is  an  RSQT 
that  ri!i:i!iyi!S  a  l)iri!i:ti!il  Orilor.  Kxdiaiigi!  Ruli! 
ltlK()(l)(i)(A)  ilorinos  niri!i:ti!tl  Orili!r  as  any 
laistoinur  orili!r  (othor  than  a  slop  or  slo|i-liniil  orfli!r 
as  ili!tini!il  in  Rnlo  IIHili)  to  huy  or  soil  wliifJi  has 
hi!i!n  iliri!i:ti!il  to  a  particular  spooialisl,  R.SQ'l'  or 
.SQT  hy  an  Orilur  I'  low  I’royiilur  anil  ili!livi!ri!il  to 
till!  Kxdiangi!  yia  its  duciriinic  i|uoting.  uxucution 
anil  trailing  system. 

''.Sill!,  lor  uxampli!.  .Supiiluniimtary  Malorial  .1)1  to 
Riili!  .'iDti  (spudalisi  may  not  apply  fora  new 
allocation  lor  a  pcrioil  of  six  months  afli!r  an  option 
allocation  was  lakim  away  from  lliu  s|ii!cialisl  in  a 
ilisciplinary  proccciling  or  an  inyolunlary 
reallocation  proceeiling).  .See  t/Aso  Commentaries 
.1)1  to  .O.'j  to  Rule  r>t)7  selling  forth  |)roceilures 
regariling  the  Maximum  Numher  of  Quolers 
("MNQ")  alloweil  in  ei|uily  options. 

’’  Regariling  R.SQT  anil  Other  .Streaming  Quote 
Trailer  i|Uoting  ohiigalions.  .see  Rule 
ll)14(h)(ii)(l))(l).  Regarding  specialist  quoting 


from  .such  quoting  (market-making) 
responsihilitv. 

Remote  .Streaming  Quote  Trader 
Organizations  and  Affiliated  Remote 
.Streaming  Quote  Fraders 

Rule  507  di.scu.s.ses  the  process  of 
a|)j)lying  for  approval  as  an  R.SQI’  or 
.SQT  on  the  Exchange  and  a.ssignment  of 
o|)tions  to  them.  Under  Rule  507, 

R.SQTs  tire  actually  Exchange  member 
organizations  while  .SQI’s  are  Exchange 
members;  therefore,  options  are 
assigned  to  R.SQTs  as  firms  (member 
organizations)  and  to  SQTs  as 
individual  members  (j)ermit  holders). 
The  criteria  for  succe.ssfully  apiilying  to 
he  an  R.SQT  or  an  .SQT  is  currentlv,  with 
two  excejitions,  the  same  for  both  tvpes 
of  streaming  quoters:  (1)  .Significant 
market-making  and/or  specialist 
experience  in  a  broad  array  of  securities; 
(2)  superior  resources,  including  cajiital, 
technology  and  personnel;  (.3) 
demonstrated  history  of  stahilitv, 
sujierior  electronic  capacity,  and 
superior  ojierational  capacity;  (4) 
proven  ability  to  interact  wiih  order 
llow  in  all  types  of  markets;  and  (5) 
willingness  and  ability  to  make 
competitive  markets  on  the  Exchange 
and  otherwise  to  promote  the  Exch.mge 
in  it  manner  that  is  likely  to  enhance  the 
ability  of  the  Exchange  to  compete 
successfully  for  order  flow  in  the 
options  it  trades  (together  the  “readiness 
reipiirements’’)."  Only  R.SQTs  need  to 
demonstnite  two  additional  criteriii  for 
successful  approval  as  remote  stre.uning 
(juoters:  (1)  Existence  of  order  flow 
commitments;  and  (2)  willingness  to 
accept  allocations  as  an  R.SQT  in 
options  overlying  400  or  more 
securities.”  The  Exchange  continues  to 
believe  that  the  existence  of  order  floor 
commitments  and  the  willingness  to 
accept  ojitions  allocations  overlying 
hundreds  of  securities  are  criteria  that 
belong  at  the  firm  level.  As  such,  the 
Exchange  projjoses  that  all  of  the 
current  R.SQT  application  criteria  will 
become  the  ajiplication  criteria  for 
R.SQTOs  (the  “RSQTO  readiness 
riKiuirements”),  and  all  of  the  current 
SQT  ajiplication  criteria  will  become 
apjilication  criteria  for  both  R.SQTs  and 
.SQTs.'o 


Dhli^ations.  .si'i!  Rulu  1llt4(l))(ii)(l))(2).  Si-i' also  Rulu 
11)14  <>i!ui!ially. 

“.S'l'i!  Ruii!  .■)l)7(a)(i)(A)  lliri)Uf"li  (O)  aiiil  (C)  anil 
Ruli!  .a07(a)(ii). 

-‘.SV.'i!  Ruli!  .al)7(a)(i  j(K)  anil  (I'').  Set:  also 
I014(l))(ii)(l!).  whii:h  iniliratus  that  an  R.SQT  is  an 
RO'I'  that  is  a  nu!nil)i!r  with  no  physii:al  trailing  nour 
pri!si!ni:i!  who  has  rucuiyutl  purinission  IVom  Ihu 
I'ixchangi!  In  gonurali!  anil  suliinit  optiiin  ipiiilaliiins 
i!li!i:lri)nii:aily. 

"’.SV.'I!  |)ro|)i)si!il  Ruli!  .Sl)7(a)(ii).  R.SQTs  will,  in 
aililitiiin.  hayo  to  ilunionstrati!  that  Ihoy  hayn  an 

( jiiitiinii!il 


Th(!  Proposal 

Proposed  Rule  507  adds  the  concept 
of  RSQTOs.  which  do(!s  not  cnmndly 
exist  in  Rxc.hange  rides.  Any  ineniher 
organization  of  the  Exchange  m  good 
.standing  that  satisfies  the 

readiness  requirements  will  lie  , 

approved  as  an  KSQTO."  No  imit  IS  , 

placed  on  the  ninnher  of  ineinhei  ^ 

organizations  that  may  heconie  , 

RSQTOs.  Moreover,  as  many  as  three 
R.SQT  applicants  affiliated  ^ 

RSQ'l’O  may  he  approved  f  ' 

to  the  extent  that  each  such  R^Ql 
applii-.ant  is  qualified  as  an  ROl  m  good 
standing,  and  satisfies  the  five  readness 
reiinirements  that  are  set  out  m  Rule 
507  'flu;  Exchange  would  continue  to 
assign  options  to  RSQTs.  hut  the.se 
RSQTs  would  no  longer  he  corporate 
entities  lint  would  he  as  many  as  three 
individual  memhers  per  each  Exchange- 
apiiroved  RSQTO.  Rule  .507  would 
eontinne  to  indic;ate  that  there  is  no 
limit  on  the  ninnher  ot  qnalilying  RO  -s 
that  mav  he  approved  as  RSQ'l  s. 
as  the  applicants  are  (piahiied  as  RO 
in  good  standing  and  satisfy  the 

readiness  requirements.’-  .iQrvm 

'fhe  process  lor  applying  lor  .  Q 
and  applving  for  and  assigning  options 
to  RQ.STs  ami  SQ'fs  is  set  out  in  Rule 
507.  The  Exchange  pi  ”P”S‘’« 
subsection  (hUi)  that  each  R.SQIO 
application  is  snhmitted  to  the 
Excdange’s  designated  staif  in  writing 
(electroiiicallv  or  otherwi.se  as  specitied 
hv  the  Exi;hange)  in  a  iorm  and/or 
fonnat  prescribed  by  the  Excdangm  and 
shall  inclnde.  at  a  minimnm;  H  On 
name  of  the  RSQTO  applicant.  (2)  the 
appropriate  Exchange  acconnt  ninnher. 
and  (3)  the  name  of  each  RSQl 
associated  with  the  RSQTO  apphcan  . 
The  Exchange  proposes  to  als()  aitit  tliat 
each  RSQT  aiiplication.  in  addition  to 
other  ciirrentlv-reipiested  minnnnm 
information.' ’  state  the  name  oi  the 
RSQTO  with  whom  the  RSQf  is 


i)n»oin<-airiliiili"'i  willi  an  K\i;lianso-ai)im.\(i(t 
R.SOTO.  Kiilo  SOTtaKiilO')- 

"  R.SQ  TOs  mav  also  l)o  ruimrod  to  as^ 

Market  Maker  Organizations  (  'RMOs  >  ' 

mav  also  be  relemal  to  as  Remote  Ntarki.t  Maikt.is 
(■■RMMs")-  Proposed  Role  .Sltyta). 

Ride  all?  iirovides.  however,  that  based  on 
svstem  constraints,  capa.atv  "  "j’' 

lai  tors  ndevant  to  the  mamtenance  ol  a  l.nr  amt 
orderlv  market,  the  Hoard  may  deler.  lor  a  peiiod 

ol  ipialilvins  applications  lor  .SQ  <.i  KSQ  ' 

.H-ndip.B  anv  action  re<,mre<l  to  address  the  issnc 
c,oncern  to  the  Hoard:  whem  the  basis  lor  simh 
deferral  has  been  objectively  determined  h\ 

Hoard  subject  to  Commission  apiiroval  or 

'IfSveness  pnrsnant  to  a  ride  cham-e  1,11.1;.  unde. 

.Section  mill)  of  the  Act.  ,  nor  it 

.  .Other  mininnnii  info.matio.i  r.Kpnred  ol  RSqi 
and  SQT  applicants  includes:  (1)  The  nanie  ol  the 
SO  r  or  RSQ T  applicant.  (2)  the  appiopi latc 
Rxchaive  imcount  ninnher.  and  CD  the  ' 

start  dare  for  each  option  applied  lor.  Rule  ..l)/(h)li) 


affiliated.  If  the  Exchange  does  not  h.ive  pi  o 
apiilications  from  SQTs  or  RSQ  1  s  lor  coi 
assignment  in  a  particular  option  or  n  • 

options  that  it  desires  to  assign  or  co 

reassign,  the  Exchange  may  reipie.st  siu.h  ; 
ainilications.' ’  ..  .  l'” 

The  I'Nchange  iilso  clariiies  m  ap 

snhseclion  (liKii)  of  Rule  .507  that  the 
tec,hnologic.al  readiness  and  o,: 

requirements  are  applicable  to  RSQl  D  in 
apiilicants  just  as  they  tire  apphcahle  to 
R.SQTs  and  SQTs.  Thus,  no  application 
foV  being  RSQTO  or  assignment  in  an 
option  will  he  a])i)royed  a^ 

verification  that;  (1)  fheKSQlO.SQl 
or  R.SQT  applicant  has  snliicmnt 
technological  ability  to  support  his/her 
continnons  (pioting  refinirements  as  set 
forth  in  Rule  l()14(h)(ii),  and  (2)  the 
RSQTO.  SQ'f  or  RSQT  applicant  has 
.snccessfnllv  completed,  or  is  scheduled 
to  complete,  te.sting  of  its  (pioting  ^ 

svstem  with  the  Exi.hangi.. 

'  ■  The  Exchange  also  proposes  m 
subsection  (a)  of  Rule  507  a 
to  facilitate  the  process  oi  RSQl  s 

'  (curreiitlv.  meinher  organizations)  to  • 

convert  to  an  RSQTO  strnctnre  with 
associated  RSQTs.  Upon  approval  ot  the 
proposal  estahli.shing  HSQTO.s  and 
Exchange  notification  via  O  1  A  ol  sni.h 
apiiroval,  each  meniher  organization 
operating  as  an  RSQT  pnrsnant  this  ride 
will  automatically  he  (leemed  an 
RSQTO.  After  this  designation  tlie 
RSQTO  will  have  twenty  one  (21)  i  ays 
,  to  notifv  the  Exc.hange  of  no  more  than 
‘  three  RSQTs  to  he  aliiliated  with  the 
,  RSQTO  (the  “Oonversion  Rerioil  ),  each 
'  of  whom  is  an  ROT  in  good  standing 

and  satisfies  the  technological  readiness 
and  testing  requirements  described  m 

■’  snh-paragraph(h)(ii)ofRnle.5()7. 

After  the  Oonversion  Period,  pei 
proposed  subsection  (a)  of  Rule  507  a 
member  organization  that  is  not 
t;nrrentlv  (inalified  as  an  RSQl  niii>' 
applv  to  the  Exchange  to  he  an  RSQl O 
with  np  to  three  affiliated  RSQTs.  Each 
RSQTO  application  shall  be  snhmitted 
to  the  Exchange's  designated  stall  in 
writing  (electronically  or  otherwise  as 
specified  by  the  Exchange)  in  a  lorm 
yi's  and/or  format  presenhed  by  the 

Exchange  and  shall  ^ ‘L. 

minimnm,  the  name  ol  the  RSQK) 
apiilicant.  the  approiiriate  Excliange 
;■  acc.onnt  nnmher.  and 
«>  RSQT  affiliated  with  the  RSQ  1 0 

applicant  (the  “Application  Process  ). 

mnf  The  purpose  for  the  sequential  ^ 

Oonversion  Period  lollowed  by  tin. 

”  Application  Proc.ess  is  to  n.se  the 
Exchange's  current  administrative 
indii.'  ■■  '  " 

iSOT  i-iTh,!  Rxufianso  is  ilololius  ohsoluto  Imisuiimi 
ilm  fnmi  .'>l)7(h)(i)  tlu.t  it  luqnnsl  (.soliuiD 

to,  ;,11  assiRumoiits.  as  sudi  laiinuasu  is  im  l<m;,u 
,0(1  imcossary  o.'  ilosirahlo  i,i  liRht  (.1  Uiu  u,ulatwl 

7(h)li).  aiitilicalioii  imicoss. 


process  to  ensure  an 

conversion  from  the 

methodology  to  the  pr”P”«‘'‘‘ ,, 

concept  with  three  associated  R.SQls. 

Snhsection  (d)  of  Rule  507  indicates 
lliat  once  an  RSQTO.  SQT  or  RSQl  is 

aimroved  for  initial  assignment  m  an 
option,  he  may  not  withdraw  Irom  such 
option  assignment  lor  ton  (10)  or  lewei 
business  days  after  the  ellectiye  date  ol 
assignment.  However,  the  Exchange 
mav.  in  exceptional  circumstances, 
anprove  withdrawal  from  an  option 
assignment  in  ten  (10)  or  i”'ver  hnsiness 
(lavs.  If  an  RSQTO.  SQT  or  RSQl  seeks 
to  withdraw  from  assignment  in  an 
option,  it  shonld  so  notify  the  Exchange 
at  lea.st  one  business  day  prior  to  the 
desired  effective  date  ol  snc.h 
withdrawal. 

Finally,  market  makers  may  appeal  il 
thev  believe  that  the  Exchanp  s  ^ 
determination  in  respect  ol  Rule  .>07 
was  improper."’  The  current  ”PP«»1 
riohts  provided  in  subsection  (e)  ot  Rnli. 
.507  are  not  changed.  Tims,  an  appeal  to 
the  Exchange’s  Board  ol  Directors 
;  (“Board”)  from  a  decision  of  the 
l*]xchange  may  he  requested  by  a 
memher  or  memher  organization 
interested  therein  by  filing  with  the 
Secretary  of  the  Exchange  written  notice 
of  appeal  within  ten  (10)  days  altei  the 
decision  has  been  rendered.  Any  appoa 
from  a  decision  pnrsnant  to  Rule  .i07 
shall  he  heard  by  a  special  committee  ot 
the  Board  composed  of  three  (;i) 
h  Directors,  of  whom  at  least  one  (1)  shall 
be  an  Independent  Directoi.'^ 

Restrictiiins  Applicable  to  Remote 

Streaming  Quote  Traders  and  Remote 
Streaming  Qnotn  Trader  Organizations 


Rule  1014  describes,  among  other 
thin‘>s,  certain  electronic  (pioting 
obligations  via  the  Exchange’s  electronic 

.-•Tlioru  iiiuuiimuitiv  28  iiiciiil.or  oisanizatioiis 
Dial  M  ill  hu  (:<.,ivu,lu(l  t.i  R.SQTOs  ,,ursua,it  ti.  this 
jiiDposal. 

"•Ducisioii  i;(mi:oiiiiiis;apiilii:atu)us  loi 
assigumiuil  i.i  o,, lions  shall  ho  i.iMr.tins  am  shall 
1,0  (list .ihutoil  to  all  applicants.  I'roposo.l  Rule 
,al)7(i:). 

'7  Riilo  .',l)7(i!)  states  also  that  the  poison 
,o(p,ostinR  rovioM-  shall  ho  ponnitto.l  to  suh.n.t  a 
ivi-itton  statoinont  to  an(l/o.- a,,i,.:a,-  hoJo,-..  tins 
special  connnittoo.  Tho  SeiTotaiy  ol  tho  'Y,-' 
shall  coitilv  tho  loconl  ol  tho  procoo.h.  g.  .1  .mv  ..ml 
tho  M  iitton  (locision  ami  shall  , 

,,,„:,„„ents  to  tho  s,.ocial  cmmmttoo.  ho  spcc,..l 
,.,„„„ei„eo's  lovioM-  ol  tho  action  .^1  .  , 

solelv  on  tho  loconl.  tho  u-ntton  cloc.s.on  am  a  > 
statoinont  suh.nittoil  by  tho  ,,orson  roiiuosting  th  . 

nivioM-.  Tho  spo(:ial  (:onnnitt(ui  shall  pro,, aro  ami 

(lolivor  to  such  (lorson  a  M  ritton  decision  and 
loasonslhoroloni.  II  tho  s,,ocial  conunittoo 
tho  action,  tho  action  shall  hoconio  olio,:  ivo  ti.n  (10) 
(lavs  Iro.n  tho  date  of  tho  special  'I;'’"  ,  (,, 

decision.  There  shall  ho  no  ai>poal  to  the  Ho.nd 
Directors  from  any  decision  ol  tho  spoi.iai 
connnittoo. 
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(luoting  and  trading  system,'**  as  well  as 
restritdions,  ])ertaining  to  the  cinrent 
market  makers  on  the  l^xchange.  One  ol 
these  restrictions  in  Ride  1014  indicates 
that  no  i)erson  who  is  either  directlv  or 
indirectly  afliliated  with  an  R.SQT 
(“affiliated  RSQ'!"’)  is  allowed  to  submit 
quotations  as  a  si)ecialist.  SQT,  R.SQT  or 
non-.SQT  ROT  in  ojitions  in  which  such 
affiliated  R.SQT  is  assigned.'*'  In  light  of 
customer  requests,  the  estahlishment  of 
R.SQTOs  ami  inherent  R.SQT 
alfiliation(s).  and  established  (looting 
procculures.  the  Exchange  pro])oses  to 
clarify  the  (|uoting  nistriction  aiijjlicahle 
to  R.SQTs. 

In  particular,  the  Exchange  proposes 
to  amend  subsection  (l))(ii)(ll)  of  Rule 
1014  to  remove  the  ])rovision  that  staters 
that  no  person  who  is  eitlu^r  directly  or 
indirectly  affiliated  with  an  R.SQT  shall 
submit  (piotations  as  a  specialist,  .SQT, 
R.SQT  or  non-.SQT  ROT  in  ojitions  in 
which  such  affiliated  R.SQT  is  assigned. 
This  allows  more  than  one  R.SQT  to 
submit  a  (piote  in  an  assigned  option,  to 
the  extent  that  each  R.SQT  ai)])lies  for 
and  is  a])proved  as  an  R.SQT  affiliated 
with  an  R.SQTO  pursuant  to  Rule  507. 
'rhe  Exchange  notes  that  this  ]n'oi)osal 
does  not  otlna  wi.se  affect  the  (pioting 
responsibilities  of  R.SQTs  or  otluir 
aspects  of  Rule  101 4.“"  The  Exchange 
also  |)roi)oses  to  clarify  subsection 
(h){ii)(A)  of  Rule  1014  to  state  that  an 
.SQT  may  only  trade  in  a  market  making 
capacity  in  classes  of  options  in  which 
the  SQT  is  assigned.-' 

The  Exchange  rejnxisents  that  it  has  an 
achujnate  suryeillance  program  in  place 
for  oj)tions  that  are  cjiioted  and  traded 
on  the  Exchange  and  intends  to 
continue  application  oftho.se  pixigram 


'"llu!  Hxclianso'.s  olaclronic  and  lradini> 

■syslom.  wliicli  lias  tioon  donolod  in  Kxcliaii”!!  ruins 
as  XL  II.  XL  and  .VUTOM.  lias  tinnn  n])dat(!d  witli 
roconl  nnliancoinnnls  and  conliniiralions.  Stm 
Lxchanm;  Act  Koioasn  No.  (May  2».  2()()!)),  74 

FK  2(i7.')()  Onno  3.  200!))  (.SR-14ilx-2(io!)-32) 
(approval  order  n!”ardinn  ciirmnl  idoctronic  (|notin” 
and  Iradin^  sy.stoni  known  as  XL  II). 

So(‘  Kidn  l014(l))(ii)(H). 

-"llu!  proposed  rnie  cliange  will  not.  lor 
example,  impact  the  allocation  received  liv  a 
Directed  R.SQT  or  Directed  SQl’  pursuant  to  rule 
1014(viii)(H)(2).  1  hits,  iian  order  is  directed  to  a 
memlier  organization  that  has  more  than  one 
aliilialed  .SQT  or  R.SQT  tissigned  in  an  option,  onlv 
one  .SQl'  or  R.SQT  may  receive  an  allocation  as 
Directed  R.SQl’  or  Directed  SQT.  and  IIk;  remaining 
non-Directed  market  makers  will  simplv  receive  the 
standard  R.SQT  or  .SQl' allocation.  LJach  R.SQl' and 
.SQT  would  mu^d  to  maintain  Directed  .SQT  and 
Directed  R.SQT  quoting  retpiirements  hecanse  it  is 
po.ssihle  that  they  conld  receive  a  Directed  Order, 
alheil  only  one  market  maker  could  he  Directed  per 
order. 

Tile  language  regarding  when  an  SQT  mav 
trade  in  a  market  making  capacitv  is  exacllv  the 
same  as  what  is  cnrrentlv  applicable  to  R.SQTs.  Sm; 
Rule  l()14(h)(ii)(H). 


proccdurc.s  a.s  nocc.s.sary.--  Thu 
Exchange  akso  rojirosont.s  ihtit  it  ha.s  the 
system.s  ctipacity  to  continue  to  .supjiort 
(juoting  and  trading  option.s  .suh.sequent 
to  the  effect ivene.s.s  of  thi.s  proposal. 

The  Exch.mge  believes  that  the 
proposed  rule  change  establishing 
R.SQTOs  itnd  affiliated  RSQTs  and 
emthling  the  suhmi.ssion  of  more  than 
one  (|uotittion  in  the  .same  option  class 
should  encourage  competition,  create 
additional  tniding  op])ortunitie.s  and 
outlets  and  increase  the  depth  of 
markets,  itnd  promote  a  more  robust 
system  with  .sj)ecific  sttmdards  for 
member  organizations  that  are  R.SQTOs, 
electronic  market  makers  that  are 
affiliated  with  R.SQTOs  a.s  RSQTs,  and 
floor-based  .SQTs.  Thi.s  should  lead  to 
tighter,  more  efficient  markets  to  the 
benefit  of  market  participants  including 
public  investors  that  engage  in  trading 
and  hedging  on  the  Exchange. 

2.  .Statutory  Basis 

The  Exchange  believes  that  its 
proposal  is  consistent  with  .Section  (>(1)) 
of  the  Act  -**  in  general,  and  furthers  the 
objectives  of  Section  ()(1))(5)  of  the  Act  -■* 
in  ])iirticular,  in  that  it  is  designed  to 
])romote  just  and  ecpiitahle  |)rinciple.s  of 
trade,  to  remove  impediments  to  and 
perfect  the  mechanism  of  a  free  and 
open  miirket  and  a  national  market 
sy.stem,  ;md.  in  general  to  protect 
investors  and  the  ])uhlic  interest,  by 
enabling  ajiproval  of  R.SQTOs  with 
whom  a.s  many  a.s  three  R.SQTs  may  he 
affiliated,  and  enabling  multijjle  (piotes 
in  the  same  o])tion. 

The  Exchange  believes  that  its  rule 
chiinge  jjroposal  does  not  engender 
unfair  di.scrimination  among  .sj)eciali.sts. 
sjKxaalist  units,  SQTs  and  RSQTs  in 
that  it  pro]iose.s  to  amend  rules  and 
j)rocedure.s  that  are  etpially  applicable 
to  all  members  and  member 
organizations  at  the  Exchange. 

Moreover,  the  Exchange  believes  that 
the  j)roj)osal  will  ])romote  a  more  rohu.st 
sy.stem  with  spt^cific  standards  for 
member  organiziitions  that  are  RSQ'l’Os. 
electronic  market  makers  th.it  are 
itffiliated  with  R.SQTOs  a.s  R.SQTs,  ;md 
floor-based  .SQ'fs.  By  engendering  more 
com])(itition  among  market  makers,  the 
proposal  may  akso  lead  to  tighter,  more 
efficient  markets  to  the  benefit  of  market 


--  Additionully.  ihu  Lx(:hiinf>i!  is  u  mninhiM’  (if  Ihn 
Intunn.irknl  .Survnilliincn  Crmip  ("I.SC;")  undnr  Ihn 
Intmin.u'knt  .Survnilhinct!  Oroup  AKninmnnl.  datnd 
luiU!  20.  1!)!)4.  kSd  ni(!inh(TS  <>onoi:illv  work  t()”(;lh(!r 
to  cooi'dinnlo  survoillanco  and  invoslijialivo 
iidorniation  sharing  in  tho  slock  and  o|)lions 
markets.  Moreover,  the  major  lulures  ex(:han<>es  are 
aliilialed  meinhers  olihe  kSC.  which  allows  lor  the 
shariiif’  of  surveillance  information  for  potential 
intermarkel  trading  .dinses. 
ll..S.(;.  7Kf(h). 

LS  II..S.C.  78f(h)(.S). 


partici|)ant.s  including  public  investors 
that  engage  in  trading  and  hedging  on 
the  Exchange. 

13.  Stilf-Hegiilatory  Organization 's 
Slatanwnt  on  Bnrdan  on  C.otnpolition 

rhe  Exchange  does  not  believe  that 
the  projiosed  rule  change  will  imifose 
any  burden  on  com|)etition  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act.  To  the 
contrary,  the  proposal  further  promotes 
com])etition  on  the  Exchange  which 
should  lead  to  tighter,  more  efficient 
markets  to  the  benefit  of  market 
participants  including  public  investors 
that  engage  in  trading  and  hedging  on 
the  Exchange,  and  thereby  make  the 
Exchetnge  a  desirable  market  vis  a  vis 
other  options  exchanges. 

C.  Solf-Ragnlatory  Organization's 
Statamont  on  Connnants  on  the 
Proposad  Hnla  Changa  Recaivad  From 
Menibars,  Participants,  or  Others 

No  written  comments  were  either 
solicited  or  received. 

III.  Dale  of  Effectiveness  of  the 
Proposed  Rule  (Change  and  Timing  for 
Commission  Action 

Within  45  days  of  the  date  of 
])nl)lication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period  (i) 
as  the  Clommi.ssion  mav  designate  up  to 
DO  days  of  such  date  if  it  finds  such 
longer  ])eriod  to  he  appro|)riate  and 
publishes  its  reasons  for  .so  finding  or 
(ii)  a.s  to  which  the  Exchange  consents, 
the  (ktmmission  shall:  (a)  iK'  order 
ap|)rove  or  disapprove  such  |)ropo.sed 
rule  change,  or  (b)  institute  proceedings 
to  determine  whether  the  proposed  rule 
change  .should  he  di.sapjjroved. 

IV.  .Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
iirguments  concerning  the  foregoing, 
including  whether  the  projfo.sed  rule 
change  is  consistent  with  the  Act. 
Comments  may  he  submitted  hv  anv  of 
the  following  methods: 

Flecti  on ic  Con nnen  ts 

•  Use  the  (Commission’s  Internet 
comment  form  [http://iv\v\v.sec.gov/ 
rnles/sro.shtinl):  or 

•  .Send  an  em.iil  to  rnle- 
connnents@sec.gov.  Plea.se  include  File 
Number  .SR-Phlx-2()1 3-4)3  on  the 
subject  line. 

Paper  Comments 

•  .Send  j)aper  comments  in  tri])licate 
to  Elizabeth  M.  Murj)hy,  .Secretary, 
.Securities  and  Exchange  ("ommission, 
100  F  Street  NE..  Washington,  D(C 
20549-1090. 
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All  subniissions  should  refer  to  File 
Number  ,SR-Phlx-2013-03.  This  file 
number  should  be  included  on  the 
subject  line  if  tanail  is  u.sed.  To  helj)  the 
('.ommission  process  and  review  your 
comments  more  eincitmtly,  please  use 
only  one  method.  The  (Commission  will 
post  all  comments  on  the  (Commission's 
internet  Web  site 
rulffs/sro.shtml).  (Copitis  of  the 
submission,  all  sulrsetpient 
amendments,  all  written  statements 
with  mspect  to  the  projio.sed  rule 
change  that  are  filed  with  the 
(Commission,  and  all  written 
communications  relating  to  the 
proposcnl  rule  change  hcUween  the 
(Commission  and  any  person,  other  than 
tho.se  that  may  he  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  II..S.C.  552.  will  he 
available  for  Web  site  viewing  and 
j)rinting  in  the  (Commission’s  Public 
Reference  Room.  lOt)  F  .Street  NE.. 
Wa.shington.  D(C  2t)54t).  on  official 
business  days  between  the  hours  of 
1():()()  a.m.  and  3:()()  p.m.  (Co|)ies  of  such 
filing  al.so  will  he  available  for 
inspection  and  copying  at  the  principal 
office  of  the  Exchange.  All  comments 
receivtid  will  he  ])osted  without  change: 
the  (Commission  does  not  edit  personal 
identifving  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  mak(! 
available  puhliclv.  All  submissions 
should  refer  to  File  Number  .SR-Phlx- 
2013-03  and  should  he  submitted  on  or 
iMifore  Fiihruarv  15.  2013. 

For  IIh!  (Coinmissioii.  by  tin;  Division  «)f 
Trading  and  MarktUs.  )nirsuanl  to  dohigated 
aiillH)ritv.-'’ 

Kevin  M.  O'Neill. 

Drputv  .S’ecreb//T. 
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Self-Regulatory  Organizations; 
Financial  Industry  Regulatory 
Authority,  Inc.;  Notice  of  Filing  and 
Immediate  Effectiveness  of  Proposed 
Rule  Change  To  Delay  the 
Implementation  Date  of  FINRA  Rule 
5350  (Stop  Orders) 

lanuarv  IK.  201.3. 

Pursuant  to  .Suction  l‘)(h){l)  oftho 
.Sucuritius  Exchange  Act  of  1034 
(“Act'') '  and  Rule  19h-4  thuruundur,- 


2  >  17  CFR  2(l().:iO-.l(a)(12). 
'  l-T  7Hs(l»)(l). 

-17(:FK  24(I.1!)1)-4. 


notice  is  hereby  given  that  on  |anuarv  0, 
2013,  Financial  Industry  Regulatory 
Authority.  Inc.  (“FINRA")  filed  with  the 
.Securities  and  Exchange  (Commi.ssion 
(".SE(C"  or  “(Commi.ssion”)  the  propo.sed 
rule  change  as  de.scrihed  in  Items  I  and 
11  below,  which  Items  have  been 
lirepared  by  FINRA.  FINRA  has 
designated  the  jirojiosed  rule  change  as 
constituting  a  "non-controversial”  rule 
change  under  paragraph  (f)((i)  of  Rule 
lOh^  uiuier  the  Act.  *  which  renders 
the  projiosal  effective  upon  receipt  of 
this  filing  by  the  (Commission.  The 
(Commission  is  jmhlishing  this  notice  to 
solicit  comments  on  the  propo.sed  rule 
change  from  interested  jiersons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  (Change 

FINRA  is  projiosing  to  delay  the 
im])lementation  date  of  FINRA  Rule 
5350  (.Stop  Orders),  as  approved  in  .SR- 
FINRA-201 2-020,  until  March  4,  2013. 

The  text  of  the  propo.sed  rule  change 
is  available  on  FINRA 's  Web  site  at 
htipJ/www.finra.oi'fj,,  at  the  principal 
office  of  FINRA  and  at  the 
(Commission’s  Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(Change 

In  its  filing  with  the  (Commission. 
FINRA  included  statements  concerning 
the  purpo.se  of  and  basis  for  the 
|)ropo.sed  rule  change  and  di.scussed  any 
comments  it  received  on  the  pro])osed 
rule  change.  The  text  of  these  .statenumts 
may  he  examined  at  the  jjlaces  specified 
in  Item  IV  below.  FINRA  has  prepared 
summaries,  set  forth  in  .sections  A.  B. 
and  (C  below,  of  the  most  significant 
aspects  of  such  statements. 

A.  SHlf-nagiihitorv  Organization’s 
Staianiani  of  tha  Pnvposo  of,  and 
Statutory  Basis  for,  tha  Proposad  Rale 
Changa 

1.  Purpo.se 

On  .Se])temher  4,  2012,  the 
(Commi.ssion  approved  FINRA  Rule  5350 
(.Stop  Orders),-'  a  new  rule  that  replaces 
the  sto])  order  jaovisions  of  FINRA  Rule 
01 40(h)  and  that  generally  provides  that 
any  order  laheliul  as  a  “stoj)  order”  or 
a  “stop  limit  order”  must  he  triggered 
based  upon  a  tran.saction  at  the  .stop 
])rice,  hut  ])ermits  firms  to  offer 
alternative  order  types  with  different 
triggers  (o.g.,  a  stop  order  triggered  by  a 


'  17  CFK  24(1. 1  (ll)-4(f )(()). 

Sr(-  .S(!(:iirili(!.s  Fxchiingd  Act  Kdlii.isd  No.  ()777a 
(.Si!pl(!ml)(!r4.  2012),  77  FR  ,'i.').'>17  (.Soplomlxn'  10, 
2012)  (OrdcM-  Approving  Fill;  No.  .SR-i'INRA-2012- 
020). 


(juotation  at  the  sto])  jirice)  .so  long  as, 
among  other  things,  the  order  type  is  not 
labeled  as  a  sto])  order  and  is  clearly 
distinguishable  from  a  stoji  order. 

In  .SR-F1NRA-2()1 2-028,  FINRA 
stated  that  the  implementation  date  of 
new  Rule  5350  would  he  no  more  than 
150  days  following  (Commi.ssion 
apjiroval,'*  which  recpiires  FINRA  to 
designate  an  effective  date  of  no  later 
than  February  1. 2013.  (Consi.stent  with 
this  timeframe,  on  Novemher  2,  2012 
and  following  industry  consultation. 
FINRA  announced  an  effective  date  for 
new  Rule  5350  of  )anuary  21,  2013." 

FINRA  recently  has  received  re(|uests 
from  industry  participants  for  additional 
time  to  jirepare  for  compliance  with  the 
new  rule.  Members  have  indicated  that, 
among  other  things.  Hurricane  Sandy 
and  code  freezes  occurred  during  the 
preparation  timeframe,  which 
contributed  to  delays  in  members’ 

(ifforts  to  finalize  standard  order 
nomenclature  and  order  messaging 
standards.  Thus,  in  light  of  recent 
events  and  in  resjjonse  to  members’ 
retjimsts  for  additional  time,  FINRA  is 
(ixtiaiding  the  )anuarv  21, 2013  effective 
date  announcerl  in  Ragidatoiv  Notion 
12-50  until  March  4.  2013.'’ 

FINRA  has  filed  the  ])roposed  rule 
change  for  immediate  effectiveness  and 
has  retpiested  that  the  (Commission 
waiv(!  the  requirement  that  the  proposed 
rule  change  not  hecome  operative  for  30 
days  after  the  date  of  the  filing,  such 
tliat  FINRA  may  immediately  announce 
a  revised  effective  date  of  .March  4, 

201 3. 

2.  .Statutory  Basis 

FINRA  Believes  that  the  proposed  rule 
change  is  consistent  with  the  jjrovisions 
of  .Section  15A(h)(0)  of  the  Act,"  which 
re()nires,  among  other  things,  that 
FINRA  rules  must  he  designed  to 
})revent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
equitable  principles  of  trade  and,  in 
general,  to  protect  inve.stors  and  the 
ljuhlic  intenest. 

FINRA  understands  that  Hurricane 
.Sandy  and  code  freezes  that  occurred 
during  the  prej)aration  timeframe 
contrihuted  to  delays  in  members’ 
efforts  to  finalize  standard  order 
nomenclature  and  order  messaging 
standards.  Thus,  in  light  of  nscent 
events  and  in  response  to  memhers’ 
reciiuists  for  additional  time,  FINRA  is 


''Stu-  .S(!(:iiiili(!.s  ]':x(:li:ing(!  Act  R(!li!as(!  No.  (i7()8.'i 
(May  :n.  2(112).  77  FR  :i;L5;17  (|uiu!(i.  2012)  (Noliw! 
ol  l''iliiig  l'’il(!  No.  .SR-I''INRA-2(n 2-020). 

'•  Si‘c  ItugiildloiY  \(>li(:(- 1 2-,')0  (Novoiiihor  2012). 
^An  ofloctivo  dalo  ol  Marcli  4.  201  :i  is  181  (lavs 
from  Commission  approval  of  .SR-FINRA-201 2- 
02(i. 

"I,")  H..S.C.  78f.>-:i(l))((i). 
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exteiuling  the  offecOve  date  until  March 
4,  2013.  I’INRA,  tliorelbre,  l)oliov(!.s  that 
the  pr()])().s(!d  rule  change  will  promote 
the  orderly  coordination  and 
iin])leinentation  oi  technological  and 
oth(!r  changes  to  facilitate  comjjliance 
with  new  FINRA  Rule  .5350. 

//.  Sclf-Ha^iildtorv  ()r<’(iniz(tt ion’s 
Statoinont  on  Bnvdon  on  Cioinpotition 

FINRA  does  not  believe  that  the 
propo.sed  rule  change  will  result  in  any 
Inirden  on  competition  that  is  not 
necessary  or  api)ropriate  in  furtherance 
of  the  i)urpo.ses  of  the  Act. 

C  Solf-Rognlatory  Oignni/Ait ion’s 
Statonioni  on  (ionnnonts  on  tho 
Proposed  Hide  Change  Received  From 
Members,  Participants,  or  Others 

Written  comments  were  neither 
solicited  nor  received. 

HI.  Date  of  Effectiveness  of  the 
Proposed  Rule  (Change  and  Timing  for 
Commission  Action 

FINRA  has  filed  the  pro])osed  rule 
change  pursuant  to  .Section 
lH(h)(3)(A)(iii)  of  the  Act-'  and  Rule 
19l)-4(f)(0)  thereunder."’  15ecaus(!  the 
propo.sed  rule  change  does  not:  (i) 
.Significantly  affect  the  jjrotection  of 
investors  or  the  public  interest;  (ii) 
impose  any  significant  burden  on 
comjjetition;  and  (iii)  become  operative 
prior  to  30  days  from  the  date  on  which 
it  was  filed,  or  such  shorter  time  as  the 
Commissit)!!  may  designate,  if 
consistent  with  the  jjrotection  of 
investors  and  the  public  interest,  the 
propo.sed  rule  change  has  become 
effective  ])ursuant  to  .Section  19(h)(3)(A) 
of  the  Act  ' '  and  Rule  19h-^(0(6)(iii) 
thereunder.'^ 

A  pro])o.sed  rule  change  filed  under 
Rule  19l)-4(il(0)  normally  does  not 
become  operative  prior  to  30  days  after 
the  date  of  the  filing.  However,  pursuant 
to  Rule  19h-4(f)(0)(iii),'-'  the 
Commission  may  designate  a  shorter 
time  if  such  action  is  consistent  with  the 
protection  of  investors  and  the  public 
interest.  FINRA  has  indicatcul  that  its 
mcunhers  have  been  delayed  in  their 
efforts  to  finalize  standard  order 

"15  U..S.(:.  78s(l))(:))(A)(iii). 

"’17(:i''R  24().l<)l)-4(l)((i). 

"  15  U..S.(;.  7Hs(l))(:i)(A). 

17  CI'R  24(l.ial>-4(l)((i)(iii).  I’lNRA  tins 
r(i(|iU!.sl(((l  lliat  the  {:c)mniis.si{)n  waivatlm 
r(!(|uir(Miu!nt  that  MNRA  |)it)vitli!  tin;  Commission 
wrilUm  nolico  otils  intcml  to  lilo  llu!  proposocl  riilo 
cliaiif^o.  aloii>>  with  a  hriol'tlciscriplion  ami  loxi  of 
Iho  proposml  rulo  chaiij^o.  at  loast  livi;  l)iisim!ss  (lavs 
prior  to  lla;  daU;  on  wliidi  MNRA  I'iUid  llio 
propostid  rnl(!  chaiif’c!  pursuant  lo  RuUi  l!ll)- 
4(f)((i)(iii).  Tho  Commission  luirdjv  firants  lliis 
Ricpiosl. 

I"  17  CM!  240.1!ll>-4(l)((i). 

17  CI'R  24().l!ll)-4(t)(()){iii). 


nomenclature  and  order  me.ssaging 
standards,  and  have  requested 
additional  time  to  prepare  for 
compliance  with  the  new  rule.  The 
(Commission  notes  that  the  jiroposed 
rule  change  does  not  present  any  new. 
unitpie,  or  suh.stantive  i.ssues,  hut  rather 
is  merely  delaying  the  implementation 
date  of  a  proposed  rule  change  the 
(Commission  jireviously  a|)j)roved,  and 
that  waiver  oI  the  3()-day  operative 
delay  will  allow  FINRA  to  announce  the 
delayed  implementation  date  to 
memhers  immediately.  The  (Commission 
believes  that  waiving  the  3()-day 
operative  delay  is  con.si.stent  with  the 
protection  of  investors  and  the  public 
interest  and,  therefore,  designates  the 
]iro]K).sed  rule  change  as  operative  upon 
filing."’ 

At  any  time  within  (iO  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  summarily  mav 
temporarily  su.s|)end  such  rule  change  if 
it  ajipears  to  the  (Commi.ssion  that  such 
action  is  necessary  or  approjiriate  in  the 
public  interest,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  jiurposes  of  the  Act.  If  the 
(Commission  takes  such  action,  the 
(Commission  shall  institute  jiroceedings 
lo  determine  whether  the  projiosed  rule 
should  1)(!  apjiroved  or  (li.sajiproved. 

IV.  Solicitation  of  (Comments 

Interested  jier.sons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  jiroposed  rule 
change  is  consistent  with  the  Act. 
(Comments  may  he  suhmitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  ll.se  the  (Commission’s  Internet 
comment  form  (http://\v\v\v. sec.gov/ 
rides /sro. shtml)-,  or 

•  .Send  an  email  to  rnle- 
comments@sec.gov.  Please  include  File 
Number  .SR-F1NRA-2()1 3-004  on  the 
subject  line. 

Paper  Comments 

•  .Send  jiajier  comments  in  trijilicate 
to  Elizabeth  M.  Murjihv,  .Secretary. 
.Securities  and  Exchange  (Commi.ssion, 
100  F  Street  NE.,  Washington,  D(C 
20549-1090. 

All  submissions  should  refer  to  File 
Number  .SR-FlNRA-201 3-004.  This  file 
numher  should  he  included  on  the 
subject  Hue  if  email  is  u.sed.  To  helji  the 
(Commission  jiroce.ss  and  review  your 
comments  more  efficiently,  jilease  use 

'■'’For  pui'pos(!s  onlv  ol  wiiivinf;  llu;  ;i()-(l:iv 
o|i(!rnlivo  dol.iy.  Ili(!  Cominission  lias  coiisidorod  Iho 
pi'o))osod  rido's  impact  on  ollicioncy.  coinpotilion. 
and  capital  lormation.  .Soo  15  II..S.C.  7ttc(f). 


only  one  method.  The  (Commission  will 
jjo.st  all  comments  on  the  Commission’s 
Internet  Web  site  (http://\v\v\v.. sec.gov/ 
rnles/sro.shtml).  (Cojiies  of  the 
suhmi.ssion,  all  suhseijiient 
amendments,  all  written  statements 
with  resjiect  to  the  jirojiosed  rule 
change  that  are  filed  with  the 
(Commi.ssion,  and  all  written 
communications  relating  to  the 
jirojiosed  rule  change  between  the 
(Commi.ssion  and  any  jierson,  other  than 
tho.se  that  may  he  withheld  from  the 
jmhlic  in  accordance  with  the 
jirovisions  of  5  IJ..S.(C.  552,  will  he 
available  for  Web  site  viewing  and 
jirinting  in  the  (Commission’s  Public 
Reference  Room,  100  F  .Street  NE., 
Wa.shington,  DC  20549  on  official 
business  days  between  the  hours  of 
10:00  a.m.  and  3:00  ji.m.  Cojiies  of  such 
filing  al.so  will  he  available  for 
insjiection  and  cojiying  at  the  jirincijial 
office  of  FINRA.  All  comments  received 
will  he  jiosted  without  change;  the 
(Commission  does  not  edit  jiersonal 
identifying  information  from 
submi.ssions.  You  .should  submit  onlv 
information  that  you  wish  to  make 
available  jmhliclv.  All  suhniissions 
should  refer  to  File  Numher  SR-FINRA- 
2013-004  and  should  lx;  suhmitted  on 
or  before  February  15,  2013. 

I'or  Iho  (Commission,  by  tho  Division  of 
rrading  and  Mtirktds.  |nirsn<nil  lo  doUtgalod 
iinlhoritv."’ 

Kovin  M.  O’Noill. 

Deputy  Seeri'lary. 
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for  C2  Listed  Options 

January  1 8.  2013. 

Pursuant  to  Section  19(h)(1)  of  the 
.Securities  Exchange  Act  of  1934  (the 
"Act”),'  and  Rule  19h-4  thereunder,- 
uotice  is  hereby  given  that  on  )anuary 
11, 2013,  (C2  Ojitions  Exchange, 
Incorjiorated  (the  "Exchange’’  or  "(C2’’) 
filed  with  the  .Securities  and  Exchange 
Commi.ssion  (the  “(Commission”)  the 
projio.sed  rule  change  as  de.scrihed  in 
Items  I,  11  and  III  below,  which  Hems 

"•  17  CFR  2()0.:il)-:Uii)(12). 

'  15  U..S.(:.  78s(l))(l). 

-  17  CFR  240.1  <)h-4. 
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have  been  i)re])are(l  by  the  Fxcliange. 

The  (Commission  is  publishing  this 
notice  to  .solicit  comnumts  on  the 
j)ro|)ose(l  rule  change  from  interested 
persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  (Change 

The  Kxcbang(!  proposes  to  identify 
certain  additional  market  data  made 
available  bv  Market  Data  Express,  LL(C 
(“MDX”),  an  affiliate  of  (C2.  as  part  of 
the  BBO  Data  Feed  for(C2  li.sted  options 
(■‘(C2  BBO  Data  Feed").  The  text  of  the 
j)ro])osed  rule  change  is  available  on  the 
Exchange’s  Web  site  (hltp:// 
mvw. chon. com/ AboutCBOE/ 

CAi( )ELc}>(ilIicgulatorvHomc.aspx),  at 
the  Exchange’s  Office  of  the  Secretary, 
and  at  the  Commission. 

II.  Self-Regulatory  Organization's 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  i)urpose  of  and  basis  for 
the  projjosed  rule  change  and  discussed 
any  comments  it  received  on  the 
|)ropo.se(l  rule  change.  The  text  of  these 
.statements  may  he  examined  at  the 
places  sj)ecified  in  Item  lY  below.  The 
Exchange  has  j)rej)ar(!d  summaries,  set 
forth  in  .sections  A.  B.  and  (C  below,  of 
the  most  significant  aspects  of  such 
.statements. 

A.  Sclf-Bcgiilotory  Organi/Aii ion's 
Stalenieni  of  the  Purpose  of.  and 
Siotutorv  liosis  for.  the  Proposed  Pule 
(Auinge 

1.  Pnrpo.se 

The  purpose  of  the  propo.sed  rule 
change  is  to  reflect  MDX’s  current 
practice  of  making  certain  additional 
market  data  available  as  j)art  of  the  C2 
BBO  Data  Feed.  ‘ 

The  C2  BBO  Data  Feed  is  a  real-time, 
low  latency  data  feed  that  includes  C2 
“BBO  data”  and  la.st  sate  dala.-^  The 
BBO  and  la.st  sale  data  contained  in  the 
(C2  BBO  Data  Fiied  is  identical  tt)  tin; 
data  that  ("2  .sends  to  the  0|)tion.s  Price 


‘'I'tu!  C.2  MHO  Uiilii  iinil  ttu;  lees  (;ti<ir}>iKl  l)V 
MUX  lor  llu!  02  HMO  F(!(!(l  won;  osinlilishod 
in  Miircl)  2011.  .Sw:uritii!s  Fxchangi;  .\(:l  K(!l(!:is(! 
N'o.  (iSOlKi  (March  1.  2011).  70  FR  12:iH(i  (March  7, 
2011). 

••■riu!  MHO  Data  F'ihuI  incliulo.s  IIk;  "l)i!st  hid  and 
otter."  or  "MHO",  consisting;  of  all  outstanding’ 
(|Uotes  and  standing  ordcTS  at  llu!  Irost  availiilrh; 
price  level  on  each  side  of  tin;  market,  witli 
aef^resate  size  ("MHO  data."  sonu’times  referred  to 
as  "top  ol'ixKik  data"),  tlata  witli  respwd  to 
(txecuted  trades  is  reternul  to  as  "last  .sale"  data. 


Reiiorting  Authority  {“OPRA”)  for 
redistrilitition  to  the  public.'* 

'file  02  BBO  Data  Feed  also  includes 
certain  data  that  is  not  included  in  the 
datii  sent  to  OPRA,  namely,  totals  of 
cu.stomer  versus  non-customer  contracts 
at  the  BBO,  All-or-None  contingency 
orders  |)riced  better  thati  ortuptal  to  the 
BBO,  and  BBO  data  and  la.st  sale  data 
for  complex  strategies  (e.g.,  spreads, 
straddles,  hny-writes,  etc.).  MDX 
charges  Ouslomers  a  “direct  connect 
fee”  of , Si. ()()()  per  connection  per  month 
and  a  “per  user  fee”  of  $2.5  per  month 
jier  “Authorized  User”  or  “Device”  for 
receipt  of  the  02  BBO  Data  Feed  by 
Suhscrihers.''  Either  a  02  Permit  Holder 
or  a  non-02  Permit  Holder  may  be  a 
Oustomer.  All  (aistomers  are  as.sessed 
the  same  fees. 

MDX  currently  makes  available  an 
additional  set  of  data  as  part  of  the  02 
BBO  Data  Feed  at  no  additional  charge 
to  Oustomers.  Specifically,  the  02  BBO 
Data  Feint  also  includes  expected 
opening  price  (“EOP”)  and  exjiected 
ojtening  size  (“EOS”)  information  that  is 
disseminated  jtrior  to  thi^  opening  of  the 
market  and  during  trading  rotations 
(collectively,  “EOP/EOS  data”).  EOIV 
EOS  data  is  calculated  by  the  02  System 
ha.sed  on  re.sting  orders  in  the  Book  that 
remain  from  the  prior  business  day  and 
any  ordijrs  and  quotes  submitted  before 
the  opening.^  The  EOi^  is  the  ])rice  at 
which  the  greatest  numl)(!r  of  orders  and 
ipiotes  in  tlie  Book  are  expected  to 
trade.'*  EOP/EOS  data  is  not  offered 
sejtarate  from  the  02  BBO  Data  k’eed. 

2.  Statutory  Basis 

The  Exchange  believes  the  projtosed 
rule  change  is  consistent  with  the 


lixcluiiif’u  ii()t(!S  llial  MDX  makos  availalilo 
to  "CustonuM's"  tin;  MHO  data  and  last  salo  data  tliat 
is  incliidod  in  tli(!C2  MHO  Data  Food  no  oarlicu  tlian 
tli(!timoat  wliicli  tlio  Fxolian<>(!  sonds  tliat  data  to 
Ol’RA.  A  "Oustomor"  is  any  ontity  tliat  roc:oivos  tlio 
V,2  HMO  Data  F'ood  diroctlv  from  MDX's  svstom  and 
tlion  disti'ilmtos  it  oitlior  intornallv  or  (ixtornallv  to 
.Suliscriliors.  A  ".Siiliscrilior"  is  a  poison  (otlior  than 
an  omploycjo  of  a  (aistomor)  tliat  rtH:oivos  tlio  C.2 
HMO  Data  Food  from  a  Oiislonior  for  its  own  intornal 
uso. 

'■An  "Aiitliorizod  llsor"  is  doliiiod  as  an 
individual  usis'  (an  individual  liunian  hoiii”)  who 
is  uniipioly  idontifiod  (iiy  usor  ID  and  confidontial 
password  or  othor  uiiaiiilii^uoiis  inothod  roasonahiv 
accoptahio  to  MDX)  and  aiitliorizod  hy  a  Oustomor 
to  aoooss  tho  (;2  MHO  Data  Food  suppliod  hv  tho 
(aistomor.  A  "Dovico"  is  dofinod  as  any  (:oni))utor. 
workstation  or  othor  itoiii  of  o(|ui|>nioiit.  fixod  or 
portahlo.  that  rocoivos.  aocossos  and/or  displays 
data  in  visual,  audihio  or  othor  form. 

7  S(u:  C,2  Kulo  (j.l  1  (a)(2).  Tho  FA(:hanf;o  has  lilod 
a  soparato  |)roposod  rulo  ohan^o  to  aniond  C.2  Kulo 
(). 11(a)(2)  to  provide  that  such  pro-o|)onin^ 
information  will  ho  dissoniinatod  to  users  that  have 
oloctod  to  receive  such  information  and  to  roniovo 
tho  oxistiii}’  roforonco  to  such  pro-oponiii}’ 
information  hoiiis  dissoniinatod  to  I’articipants.  Tho 
term  "l’artici|)ant"  moans  a  I’ormit  Holder  as 
dofinod  in  C:2  Rulo  1.1.  .See  .SR-C2-2t)l  .■1-1)02. 

«  hi. 


provi.sion.s  of  Section  (i  of  the  Securities 
Exclitmge  Act  of  1934  (the  “Act”)"  in 
genenil  and  with  Section  (i(l))(5)  of  the 
Act  in  piirticnlar  in  that  it  is  (hisigned 
to  prevent  fraudulent  and  maiiijmlative 
acts  iind  jinictices,  iiromote  just  and 
etiuitahle  principles  of  trade,  to  foster 
coojieration  and  coordination  with 
persons  engaged  in  facilitating 
tfiinsactions  in  securities,  to  remove 
imjiediments  to  and  ])erfect  the 
mechanism  of  a  free  and  ojien  market 
and  a  national  market  system  and,  in 
general,  to  jirotect  investors  and  the 
public  interest,  and  is  not  designed  to 
permit  unfair  discrimination  between 
customers,  i.ssuers,  brokers,  or  dealers. 

In  adopting  Regulation  NMS,  the 
Commi.ssion  granted  .self-regulatory 
organizations  and  broker-dealers 
increased  authority  and  flexibility  to 
offer  new  and  uniipie  market  data  to  the 
public.  It  was  believed  that  this 
authority  would  exjiand  the  amount  of 
data  available  to  consumers,  and  akso 
spur  innovation  and  competition  for  the 
jirovisioii  of  market  data.  The  Exchange 
believes  that  the  proposed  rule  change 
is  in  keeping  with  those  jirinciples  by 
promoting  increased  transjiarency 
througb  the  dissemination  of  more 
useful  jiroprietary  ilata  and  also  by 
clarifying  its  availability  to  market 
jiarticijiants. 

Additionally,  the  Exchange  believes 
tbe  jiroposed  rule  change  would  not 
permit  unfair  di.scrimination  because 
the  C2  BBO  Data  Feed,  including  EOP/ 
EOS  data,  is  made  equally  available  by 
MDX  to  any  market  particijiant  that 
wishes  to  subscribe  to  it.  Tbe  Exchange 
notes  that  other  exchanges  make 
information  relating  to  the  market 
opening  available  to  members  and  non- 
members." 

B.  Self-Begulatory  Organization’s 
Statement  on  Barden  on  Competition 

The  Exchange  does  not  believe  that 
the  jiroposed  rule  change  will  imjiose 
any  burden  on  competition  that  is  not 
nece.ssarv  or  ajiprojiriate  in  furtherance 
of  the  jmrposes  of  the  Act.  'I’lie 
Exchange  believes  the  C2  BBO  Data 
Feed,  including  EOP/EOS  data,  offered 


"  n;  iL.s.c.  7Hl(l)). 

l.T  ll..S.(;.  7Kl(l))(4)  and  (!i).  Isic) 

' '  S(U!  (!.}>..  .Soiairitic.s  l';x(:liaiif>(!  Act  Rnlnasn  No. 
(i(i<Hi7  (May  11.  2012).  77  FR  29440  (May  17.  2012) 
(.SR-l’HI.X-20 12-00);  and  .Sociiritios  Fx(;liaii"o  Act 
Riiloaso  No.  07720  (Au<;il.sl  23.  2012).  77  FR  .'>2709 
(Aii<>usl  :«).  2012)  (.SR-NY.SF:AR(;A-2012-89).  In 
addilion.  Ilio  Nasdai]  Options  Markol  ("NOM") 
di.ssoniinalos  corlain  pro-oponing  ordor  inilialanco 
inlonnalion  overy  livo  soconds  tor  a  iioriod  of  liiiio 
prior  to  tho  opon  and  this  intorniatioii  is  niado 
availalilo  via  snhs(:ri]ition.  .S'oo  NOM  (ihaptor  VI. 
•Soclion  8(h)(1)  and  Chaptor  XV.  .Soction  4(o):  sat; 
also  htip  J/www.misdafitrader.com/ 
tradar.aspxfkCopanclosa. 
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by  MDX  will  hclj)  attract  now  users  and 
iu!w  order  How  to  the  Exchange,  thereby 
improving  the  Exchange’s  ability  to 
comi)(!t(!  in  the  market  lor  o])tions  ord(!r 
How  and  executions. 

C.  S(ilf-I{(^giil(itorv  Organization's 
Statoinant  on  Oonnnmits  on  tlw 
Proposed  Hale  Change  deceived  Prom 
Members,  Participants  or  Others 

'I’lie  Exchange  neither  solicited  nor 
receiv(;d  comments  on  the  j)roposed 
ride  change. 

III.  Dale  of'EiTectiveness  of’ the 
Proposed  Rule  (Ihunge  and  Timing  for 
(Commission  Action 

Because  the  foregoing  |)roposed  ride 
change  does  not: 

A.  Significantly  affect  the  protection 
of  investors  or  the  public  interest; 

B.  hnjiose  any  significant  burden  on 
competition;  and 

(C.  Become  ojierative  for  30  days  from 
the  date  on  which  it  was  filed,  or  such 
.shorter  time  as  the  Commission  may 
designate,  it  has  hecome  effective 
]nirsnant  to  Section  10(hK3)(A)  of  the 
Act  and  Ride  10h-4(f)(0]  '•*  thereunder. 

At  any  time  within  00  days  of  the 
filing  of  this  projio.sed  ride  change,  the 
Commission  snnnnarily  may 
temjKirarily  suspend  such  ride  change  if 
it  ajijiears  to  the  Commission  that  such 
action  is  nece.ssary  or  apjiropriate  in  the 
pnhlic  interest,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  jnirposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  jiroposed  rule 
change  is  consi.stent  with  the  Act. 
Comments  may  he  submitted  by  anv  of 
the  following  methods: 

Electronic  Com  men  ts 

•  Use  the  Commission’s  Internet 
comment  form  (http://\v\v\v.sec.gov/ 
rules/sro.sh tml) ;  or 

•  .Send  an  email  to  rnle- 
comments@sec.gov.  Plea.se  include  File 
Nnmher  .SR-C2-2()13-{)()1  on  the 
subject  line. 

Paper  Comments 

•  .Send  jiajier  comments  in  triplicate 
to  Elizabeth  M.  Mnrjihy,  .Secretarv, 
.Securities  and  Exchange  Commission, 
100  F  .Street  NE.,  Washington,  D(^ 
20549-1090. 

All  submissions  should  refer  to  File 
Nnmher  .SR-C2-201 3-001.  This  file 
number  should  be  included  on  the 


U)  78s(i))(:i)(A). 
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subject  line  if  email  is  u.sed.  To  help  the 
Commission  proce.ss  and  review  your 
comments  more  efficiently,  jilease  use 
only  one  method.  The  Commission  will 
])ost  all  comments  on  the  Commission’s 
internet  Weh  site  (http://\v\viv.sec.gov/ 
rnles/sro.shtml).  Copies  of  the 
submission,  all  .subse(]uent 
amendments,  all  written  statements 
with  re.sjiect  to  the  ])ropo.sed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
pro])osed  rule  change  hetween  the 
Commission  and  any  jier.son,  other  than 
those  that  may  be  withheld  from  the 
])ublic  in  accordance  with  the 
provisions  of  5  IJ..S.C.  552,  will  he 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  100  F  .Street  NE., 
Washington,  DC  20549,  on  official 
business  days  between  the  hours  of 
10:00  a.m.  and  3:00  ji.m.  Cojiies  of  such 
filing  also  will  be  available  for 
insjiection  and  copying  at  the  jirincipal 
offices  of  the  Exchange.  All  comments 
received  will  be  po.sted  without  change; 
the  Commission  does  not  edit  personal 
identifying  information  from 
suhinissions.  You  should  submit  oidy 
information  that  you  wish  to  make 
availahle  jmblicly.  All  suhinissions 
should  refer  to  File  Number  .SR-C2- 
2013-001,  and  should  he  submitted  on 
or  before  February  15,  2013. 

l''()i'  llu!  (]()inniission,  by  IIh;  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
aiitliority.'' 

Kevin  M.  O’Neill, 

De/  a  /  / 1  •  .S’  ecret  a  ly . 

|FK  Doc.  2()i:i-lU4<n  Filed  l-24-i:i:  «:4.'‘>  am) 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68693;  File  No.  SR-ISE- 
2013-04] 

Self-Regulatory  Organizations; 
International  Securities  Exchange, 

LLC;  Notice  of  Filing  and  Immediate 
Effectiveness  of  Proposed  Rule 
Change  To  Amend  the  Exchange’s 
Obvious  and  Catastrophic  Error  Rule 

laniiary  18,  2013. 

Pursuant  to  .Suction  19(b)(1)  of  tho 
Socuritios  Exchango  At;t  of  1934  (tho 
“Act”),'  and  Rulo  19h-4  thoroundor,^ 
notice  is  horohy  given  that  on  january  8, 
2013,  the  International  .Securities 
Exchange.  LLC  (the  “Exchange”  or  the 
“ISE”)  filed  witli  the  Sei;urities  and 


17  CFR  2(K).:U)-;)(a)(12). 
'  1.')  u..s.(:.  7«s(i))(i). 

^  17  CFR  240.1  <)l)-4. 


Exchange  Commission  (“Commi.ssion”) 
the  jnoposed  rule  change  as  de.scribed 
in  Items  1  and  11  helow,  which  items 
have  been  jirepared  by  the  Exchange. 

The  Commi.ssion  is  publishing  this 
notice  to  solicit  comments  on  the 
])ropo.sed  rule  change  from  intere.sted 
persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  projioses  to  amend  KSE 
Rule  720,  Obvious  and  Catastrojihic 
Errors,  to  address  obvious  and 
catastrojihic  errors  involving  complex 
orders.  The  text  of  the  jirojiosed  rule 
change  is  availahle  on  the  Exchange’s 
Web  site  \v\v\\  .ise.com,  at  the  princijial 
office  of  the  Exchange,  and  at  the 
Commission’s  Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  anil 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  .statements 
concerning  the  purpose  of.  and  basis  for, 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
proposed  rule  change.  The  text  of  the.se 
statements  may  be  examined  at  the 
jilaces  specified  in  Item  IV  helow.  The 
.self-regulatory  organization  has 
prepared  summaries,  set  forth  in 
.Sections  A,  B  and  C  below,  of  the  mo.st 
significant  aspects  of  such  statements. 

A.  Self-HegnlatoiY  Organization's 
Statement  of  the  Purpose  of,  and 
Statntorv  Basis  for,  the  Pro})osed  Bale 
Change 

1.  Purpose 

The  purjiose  of  this  proposed  rule 
change  is  to  amend  LSE  Rule  720 
regarding  Obvious  and  Catastrophic 
Errors  to  mitigate  the  risk  to  parties 
using  complex  orders,  where  part  or  all 
of  a  complex  order  traded  at  an 
erroneous  jirice.  .Specifically,  this 
jiroposed  rule  change  addres.ses 
situations  where  one  component  (or  leg) 
of  a  comjilex  order  is  deemed  an 
obvious  (or  catastrophic)  error  but  the 
other  component(s)  is  (are)  not. 

Complex  orders  are  orders  involving 
the  simultaneous  |)urchase  and/or  .sale 
of  two  or  more  different  options  series 
in  the  same  underlving  securitv,  for  the 
same  account,  in  a  ratio  that  is  eipial  to 
or  greater  than  one-to-three  (.333)  and 
less  than  or  equal  to  three-to-one  (3.00) 
and  for  the  purpose  of  executing  a 
particular  investment  .strategy.  *  With 
this  jn'ojiosed  rule  i:hange,  the  Exchange 
is  jiroposing  to  amend  Rule  720  to 
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adtlross  complex  orders  that  have  at 
least  one  leg  that  trachjs  at  an  erromious 
price.  Rule  720  is  the  Exchange’s  rule 
that  governs  obvious  and  catastrophic 
errors  in  options.  Most  options 
exchanges  have  similar  hut  not  identical 
rules;  this  proj)osal  would  ado])t  a  nmv 
j)rocess  of  determining  how  to  deal  with 
ohvious/catastrophic  errors  when  a 
comi)lex  order  trades  with  am)ther 
com|)lex  order  on  the  Exchange. 

Rule  720  provides  a  framework  for 
reviewing  the  price  of  a  transaction  to 
determine  whether  that  price  was  an 
“obvious  error"  ••  pursuant  to  objective 
standards.  When  a  Member  hcdieves  it 
receivcxl  one  or  more;  executions  at  an 
erroneous  j)rice,  that  Member  may 
notify  designated  members  of  the 
Exchange’s  market  control  center 
(“Market  Control’’)  within  the 
pre.scril)ed  timeframe  so  Market  (Control 
can  determine  whether  the  Member 
particij)ated  in  a  transaction  that  was 
the  result  of  an  obvious  or  cata.stropbic 
error.^’  Such  an  error  will  be  deemed  to 
have  occurred  when  the  execution  j)rice 
of  a  tran.saction  is  higher  or  lower  than 
the  theoretical  price  for  a  series  by  a 
certain  amount  depending  on  the  tyj)e 
of  o|)tion.  Market  (iontrol  use  one  of  two 
criteria  when  determining  the 
theoretical  jirice  of  an  ojitions 
execution,  which  is  enumerated  in  ISE 
Ride  72()(a)(3).  'I'he  theoretical  jirice  is 
then  compariid  to  an  obvious/ 
catastrophic  error  chart  within  Rule 
720(a).  If  the  transaction  ])rice  meets 
this  threshold,  the  tran.saction  mav  be 
adjusted  or  nullified. 

This  propo.sed  rule  change  would 
|)ermit  all  legs  of  a  complex  order 
execution  to  be  nullified  when  one  leg 
can  be  nullified  under  Rule  720.  only  if 
the  execution  was  a  complex  order 
versus  a  complex  order.“  This  occurs 
when  a  complex  order  executes  against 
another  comjilex  order.  For  example, 
assume  a  customer  trades  a  call  sjjread 
at  a  net  price  of  .S0..'50  by  buying  the 
January  .“iO  calls  at  $3.00  and  selling  the 
January  .'S.'i  calls  at  $2. .50.  If  the  Januarv 
.50  calls  should  have  been  trading  at 
$7.00  and  thus  meet  the  obvious  error 
threshold  in  Rule  720,  then  the  entire 
complex  trade  will  be  nullified  onlv  if 
the  Januarv  50  and  55  calls  traded  as  a 
complex  order  against  another  complex 
order,  rather  than  as  two  se])arate  trades, 
(hirrently,  once  the  trade  involving  the 
Januarv  50  calls  is  nullified,  both  ])arties 
are  stuck  with  a  transaction  in  the 
January  55  calls,  which  was  not 

■*Tliis  propo.scut  i  iile  cliiin^o  iilso  ciivor.s 
ciiliislropiiic  i^rnirs. 

l.SK  Kiitos  720(l))(l)  iiiul  72l)((l)(l). 

•'.SVfi'.  pro|>(is(!(l  I.SK  Rule!  72(1.  .SuppIciiKiiitiirv 
.(Hi. 


intended  hv  either,  'riiis  propo.sed  rule 
change,  therefore,  provides  an  imiiortant 
benefit  to  both  j)artie.s  of  a  complex 
order,  i.e.,  nullification  of  all  the 
comj)onents  of  a  complex  order  that 
traded  with  another  complex  order, 
hecau.se  neither  |)arty  intended  to  end 
uj)  with  just  one  com|)onent  of  a 
complex  order.  With  this  projiosiul  rule 
change,  a  com]jlex  order  execution 
where  ])art  or  all  of  a  complex  order 
traded  at  an  erroneous  ])rice  would  he 
nullified,  not  adjusted.  The  Exchange 
believes  that  if  any  one  leg  of  a  comjilex 
order  is  adjusted  to  a  jirice  other  than 
its  stated  price,  the  trade  no  longer 
serves  its  purpo.se  because  comjilex 
orders  are  intended  to  serve  a  particular 
trading  strategy  but  only  if  the  order  is 
executed  at  its  .stated  price. 

This  proposal  does  not  addriiss 
complex  orders  that  do  not  trade  against 
other  comj)lex  orders.  This  pro|)o.sal  is 
intended  to  mitigate  ri.sk  for  ])arti(i.s  of 
a  complex  order  where  a  comjilex  order 
traded  with  another  complex  order  at  an 
erroneous  jjrice.  By  cnuiting  uniformity 
for  all  trades  that  are  “comjilex  to 
com])lex,’’  parties  will  have  less  trading 
risk  becau.se  all  of  the  com])()nent.s  will 
be  nullified  under  this  jiroposed  rule 
change. 

'I'lie  Exchange  Ixilieves  that  the 
proposed  rule  change  is  reasonable  and 
objective,  and  would  serve  to  enhance 
the  a])])lication  of  the  Exchange’s 
Obvious  and  Catastrojihic  Error  rule  bv 
extending  it  to  erroneous  executions  in 
complex  orders.  'I’he  pur])ose  of  this 
jiroposed  rule  change  is  to  align  the 
Exchange’s  rule  with  rukis  currently  in 
|)lace  at  other  exchanges  that  address 
erroneous  executions  in  complex 
orders.^  The  projxised  rule  change  will 
ju'ovide  members  with  similar 
o})j)ortunitie.s  for  trade  nullification  that 
are  available  on  PHLX  which  also  has  a 
rule  in  j)lace  to  address  obvious  and 
catastroj)hic  errors  involving  executions 
in  complex  orders. 

2.  Basis 

The  Exchange  believes  that  this 
propos(;d  rule  change  is  consistent  with 
Section  (i(b)  of  the  .S(;curities  Exchange 
Act  of  1934  (“Exchange  Act’’)"  in 
general,  and  furthers  the  object iviis  of 
.Section  ()(b)(5)  of  the  Exchange  Act  "  in 
particular,  in  that  it  is  designed  to 
j)romote  just  and  (Hjuitahle  |)rinci])le.s  of 
trade,  and  to  remove  impiuliments  to 
and  iierfect  the  mechanism  for  a  free 
and  o])en  market  and  a  national  market 

loi  example!.  NA.SDAQOMX  IMII.X  LLC. 
(••|’HI.X")Kiii(!  l()!)2((:)(v). 
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system,  and  in  general,  to  protect 
inve.stors  and  the  public  interest. 

The  Exchange  understands  that,  in 
aj)proving  ])ropo.sals  related  to  adjusting 
and  nullifying  option  tradcis  involving 
obvious  and  cata.sti'ojihic  errors,  the 
Commission  has  focused  on  the  need  for 
s])ecificity  and  objectivity  with  respect 
to  exchange  determinations  and 
processes  for  reviewing  such 
determinations.’"  In  this  regard,  the 
Exchange  believes  that  the  proposed 
rule  change  provides  specific  and 
objective  j)rocedure.s  for  determining 
whether  a  trade  should  be  nullifi(!d.  'I’he 
Exchange  believes  the  jiropo.sed  rule 
change  will  iinjirove  the  obvious  error 
jjrocess  for  comphix  orders  that  trade 
with  another  complex  order. 

Recognition  that  a  trade  is  jiart  of  a 
complex  order  should  helj)  add  more 
certainty  to  the  obvioics/catastrojihic 
error  process  and  reduce  the  risk  to 
parti(;s  trading  complex  orders  on  the 
Exchange  because  neither  jiarty  to  a 
complex  order  expects  or  intends  to  end 
up  with  just  a  piece  of  a  com])lex  ordiir. 

The  Exchange  also  believes  that  the 
pro])o.sed  rule  change  would  benefit 
inv(!stors  and  market  |)artici])ants  that 
are  members  of  multijile  exchangiis  bv 
more  closely  aligning  the  Exchange’s 
rules  with  respect  to  obvious  and 
catastrophic  errors  involving  executions 
in  comjilex  orders  with  tho.se  of  other 
exchanges.  In  this  resjject,  the  projjosed 
rule  change  hel]).s  fo.ster  certainty  for 
market  partici])ants  trading  on  multiple 
exchanges.  Accordingly,  the  Exchange 
believes  that  the  increa.sed  sp(H:ificitv 
resulting  from  the  projjosed  rule  change, 
combined  with  the  continued  objiictive 
nature  of  the  Exchange’s  jnoces.s  for 
rendering  and  reviewing  trade 
nullification  determinations,  is 
consistent  with  prior  guidance  from  the 
Connni.ssion,  is  consistent  with  the 
Exchange  Act  and  is  con.si.stent  with  the 
maintenance  of  a  fair  and  orderly 
market  and  the  ])rotection  of  investors 
and  the  jiublic  interest. 

B.  Self-Be^uldtovv  Organization 's 
Slatenwnt  on  Bnrdan  on  Coinpatition 

'I’he  Exchange  does  not  believe  that 
the  pro])osed  rule  change  will  imjjose 
any  burden  on  comjjetition  not 
nece.ssarv  or  appropriate  in  furtherance 
of  the  purpo.ses  of  the  Act,  but  rather 
this  projiosid  will  promote  competition 
as  it  is  designed  to  improve  the 
treatment  of  com])lex  orders  where  part 
or  all  of  a  comjjlex  order  is  traded  at  an 
erroneous  jirice. 

.S(!(:iirili(!.s  Hxcliango  Ai:l  Kaloasd  No.  ,')4228 
duly  27.  2008).  71  KR  44088  (Augusl  8.  2008)  (.SR- 
I.Si;-2008-14). 
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C.  S(^lf-I{egiiI(itorv  Orgdiiizdt ion’s 
Sidtonwnt  on  (Joinnwnts  on  tho 
Proposod  linld  Chongo  Roceivod  I-’roin 
Mdinhers,  Porticiponts  or  Othors 

The  Exchange  has  not  solicited,  and 
does  not  intend  to  solicit,  comments  on 
this  j)ro])osed  ride  change.  The 
Exchange  has  not  received  any 
unsolicited  written  comments  from 
members  or  other  intere.sted  parties. 

III.  Date  of  EfTectiveness  of  the 
Pro|)osed  Rule  (ihange  and  Timing  for 
(ionimi.ssion  Action 

Because  the  foregoing  jiroposed  rule 
change  does  not  significantly  affect  the 
protection  of  investors  or  the  imhlic 
interest,  does  not  impose  any  significant 
burden  on  comjietition,  and,  by  its 
terms,  does  not  become  o]K;rative  for  .30 
days  from  the  date  on  which  it  was 
filed,  or  such  shorter  time  as  the 
Commi.ssion  may  designate,  it  has 
become  effective  pursuant  to  Section 
10(h)(3)(A)  ’ '  of  the  Act  anil  Rule  lOli- 
4(f)(())  thereunder.  The  Exchange 
provided  the  (Commission  with  written 
notice  of  its  intent  to  file  the  ])roposed 
rule  change,  along  with  a  brief 
de.scription  and  text  of  the  proposed 
rule  change,  at  least  five  business  days 
prior  to  the  date  of  filing  the  jirojiosed 
rule  change. 

The  Exchange  has  asked  the 
(Commi.ssion  to  waive  the  3()-day 
operative  delay  so  that  the  proposal  may 
become  operative  immediately  upon 
filing.  The  Commi.ssion  believes  that 
waiver  of  the  o])erative  delay  is 
consistent  with  the  protection  of 
investors  and  the  public  intere.st 
hecau.se  this  rule  will  offer  Exchange 
members  the  same  potential  for  relief 
that  is  available  at  other  options 
exchanges  for  certain  obvious  and 
catastrojihic  errors  involving  comjilex 
orders.  Therefore,  the  Commi.ssion 
designates  the  jiroposal  operative  upon 
filing. 

At  any  time  within  (iO  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commi.ssion  summarily  may 
tem]K)rarily  susjiend  such  rule  change  if 
it  a})})ears  to  the  Commi.ssion  that  such 
action  is  nece.ssarv  or  ajijnojn  iate  in  the 
])uhlic  intere.st,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  jmrposes  of  the  Act. 

IV.  Solicitation  of  (Comments 

Intere.sted  persons  are  invited  to 
submit  written  data,  views,  and 


"  l.S  7«s(l))(3)(A). 

17  Cl’R  24().l<)l>-4(l)((i). 

For  purposes  only  of  Wiiiviii};  llio  SO-ilav 
optMiilivo  iloliiy.  the  Coiniuission  has  oonsiiliaod  tlu; 
pi'0|)os(!il  nilii's  impact  on  ollicioncy.  competition, 
and  capital  formation.  Sat;  l.S  U..S.C.  78c(f). 


arguments  concerning  the  foregoing, 
including  whether  the  propo.sed  rule 
chiinge  is  consistent  with  the  Act. 
(Comments  may  he  snhmitted  by  any  of 
the  following  methods: 

Eldctron ic  (ionnnonts 

•  ll.se  the  Commission’s  Internet 
comment  form  (htt p://n’\\’\v.Sd(:.gov/ 
rnlos/sro.shlnd);  or 

•  Send  an  email  to  rulo- 
connndnts@sdc.gov.  Please  include  File 
Nuinher  .SR-ISE-2013-()4  on  the  subject 
line. 

Paper  (ioinnidiits 

•  .Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commi.ssion, 
100  h’  Street  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-lSE-2013-04.  This  file 
number  .should  he  included  on  the 
subject  line  if  email  is  u.sed.  To  help  the 
(Commission  proce.ss  and  review  yonr 
comments  more  efficient Iv,  jtlease  use 
only  one  method.  'I’he  (CCommission  will 
])ost  all  comments  on  the  (Commission’s 
Internet  Web  site  (li1tp://\v\v\v.Sdc.gov/ 
rnlds/sro.shtinl).  Copies  of  the 
submission,  all  suhseipient 
amendments,  all  written  statements 
with  respect  to  the  propo.sed  ride 
change  that  are  filed  with  the 
(CCommission,  and  all  written 
communications  relating  to  the 
projiosed  rule  change  between  the 
Commi.ssion  and  any  per.son,  other  than 
those  that  may  he  withheld  from  the 
imhlic  in  accordance  with  the 
provisions  of  5  IJ.S.(C.  552,  will  he 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room,  100  F  Street  NE., 
Washington,  D(C  20549,  on  official 
business  days  between  the  hours  of 
10:00  a.m.  and  3:00  p.m.  Cojiies  of  such 
filing  also  will  he  available  for 
in.s]K;ction  and  cojjying  at  the  inincipal 
offices  of  the  Exchange.  All  comments 
received  will  he  po.sted  without  c:hange; 
the  (mmmission  does  not  edit  personal 
identifying  information  from 
submissions.  Yon  should  submit  onlv 
information  that  yon  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  .SR-ISE- 
2013-04,  and  should  he  suhmitted  on  or 
before  Fehruary  15,  2013. 


I-’or  llu;  (Comniissioii,  liy  llie  llivision  of 
Trading  and  Markets,  pursuant  to  didogatod 
antliority. 

Kevin  M.  O’Neill, 

Daputv  Sacra Itira. 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68696;  File  No.  SR-CBOE- 
2013-005] 

Self-Regulatory  Organizations; 

Chicago  Board  Options  Exchange, 
Incorporated;  Notice  of  Filing  and 
Immediate  Effectiveness  of  a  Proposed 
Rule  Change  Relating  to  the  BBO  Data 
Feed  for  CBOE  Listed  Options  and  a 
BBO  Data  Feed  for  Flexible  Exchange 
Options 

lanuarv  18.  2013. 

Pursuant  to  Suction  19(1))(1)  of  tin; 
Socuritios  Exchange  Act  of  1934  (the 
“Act”),'  and  Rule  19h-4  thoriumdcr,'^ 
notice  is  hereby  given  that  on  January 
11,  2013,  Chicago  Board  Options 
Exchange,  Incorporated  (the  “Exchange” 
or  “CBOE”)  filed  with  the  Securities 
and  Exchange  ('.ommission  (the 
“(iommi.ssion”)  tin;  proposed  rule 
change  as  de.scrihed  in  Items  1,  11,  and 
III  below,  which  Items  have  he(;n 
])repared  by  the  Exchange.  The 
(iommi.ssion  is  publishing  this  notice  to 
.solicit  comments  on  the  jirojm.sed  rule 
change  from  Intere.sted  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  (Change 

The  Exchange  proposes  to  identify 
certain  additional  market  data  made 
available  by  Mark(;t  Data  Exjiress,  LE(i 
(“MDX”),  an  affiliate  of  CBOE.  as  part 
of  the  BBO  Data  Feed  for  CBOE  listed 
options  (“BBO  Data  Feed”)  and  as  a 
.separate  data  feed.  The  text  of  the 
projmsed  rule  change  is  available  on  the 
Exchange’s  Web  site  [httf):// 
www.chod.coin/AbontCBOE/ 
CBOELdgdlRdgnld torvH onid. dsj)x ) ,  a t 
the  Exchange’s  Office  of  the  S(;cretary, 
and  at  the  (Commission. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(Change 

In  its  filing  with  the  (Commission,  the 
Exchange  included  .statements 
concerning  the  purpose  of  and  basis  for 
the  propo.sed  rule  change  anil  discus.sed 


"  17  CFR  2lH).:i()-:i(ii)(12). 
'  1.8  II..S.(;.  78.s(l))(1). 

-  17  CFR  24().1!)l)-4. 
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any  coininont.s  it  rnccnviul  on  the 
proposod  rnit;  chinigo.  Tho  toxf  of  those 
statoinonts  may  ho  oxaininod  at  tho 
pla(;(!s  sj)0(;ifi(!d  in  Itoni  IV  l)olo\v.  Tho 
hx(:hang(!  has  proparod  snnnnarios.  s(;t 
forth  in  sections  A.  U.  and  C  holow.  of 
tho  most  significant  aspects  of  sncli 
statements. 

A.  Sell-]{(-oul(itory  Organixal ion’s 
Slalonwnt  of  tho  Pnrposo  of.  and 
Statutory  Basis  for.  tho  Proposod  Palo 
(Juint’o 

1.  Ihirjioso 

I  ho  purpose  of  tho  propo.sod  rule 
cliango  is  to  rolloct  MDX’s  current 
practice  of  making  certain  additional 
inarket  data  availahle  as  part  of  the  13130 

'rt/nnV!  f."*’  ""  soparate  data  feed. 

1  he  I3I30  Data  l-eed  is  a  real-time,  low 
latency  data  feed  that  includes  CI3()E 
“B130  data"  and  last  sale  data.^  The 

‘-"'Iff  inocl  in  the 

13130  Data  Feed  is  identical  to  the  data 
that  OBOE  .sends  to  the  (3j)tions  Brice 
Reporting  Anthoritv  ("OBRA”)  for 
redistrihntion  to  the  pnhlic.''- 

1  lie  13130  Data  Feed  also  includes 
(;ertain  data  that  is  not  included  in  the 
data  .sent  to  OBRA.  namely,  totals  of 
(.n.stomer  versus  non-cnstonier  contracts 
at  the  13130.  All-or-None  contingenev 
onlers  priced  hotter  than  or  ecpial  to  the 
BBO.  and  1313(3  data  and  last  .sale  data 
for  coinplex  strategies  (e.g..  spreads, 
straddles,  hny-writes.  etc.).  MDX 
charges  Cnstoniers  a  "direct  connect 
foe  ’  of  .S:3..'3()0  jier  connection  per  month 
and  a  "per  n.ser  fee"  of  $25  jier  month 
per  "Authorized  I  J.ser"  or  “Device”  for 
receipt  of  the  BBO  Data  Feed  hv 
Snh.scrihers.'i  Either  a  OBOE  Trading 

N  I3\  l..r  ll„.  HHO  won,  .,sti,l.lisl,o<l  i„ 

2011)  (NUm  h  1.  2011).  70  FK  12:t8K  (.\l;,n.h  7. 

J  includes  tlu,  -hnsl  hid  i.iid 

>n<,r.  or  HHO  consisliiiK  <>t  ad  nulslmidino 
<|uoU!s  ;nid  slandinj.  orders  .it  Ih,,  |„,sl  inailiibh- 
price  level  on  each  sidi,  of  the  market,  with 
assn^iale  size  (••  BBO  data."  sometimes  nderred  to 
as  top  of  Ik, ok  data").  Data  with  n,sp.H:t  to 
executed  trades  is  rel<,rred  to  as  -last  sale"  data. 

-The  UxcliaiiKe  ii(,les  that  MIIX  makes  ai  ailahle 
to  (.usiomers "  the  BBO  data  and  last  sale  data  that 
s  incimled  ,,,  the  BBO  Data  Feed  no  earlier  than  I 
llPl]  ''aosi^  sends  that  data  to  ' 

BBO  O  receives  the 

HO  13a la  F.hkI  dir.H.lly  from  .\ll)X  s  system  and 
di.-n  d.sinhnies  it  either  inlernallv  or  exi.anallv  to 
•Siihsi.n  M,r.s.  A  SuhscrilKT"  is  a  person  (other  than 
.III  employee  ol  a  (.usionier)  that  niceives  the  BBO 
Ikila  ^ee,l  Irom  a  (.nslomer  for  its  own  internal  use  ' 

•An  Aiithorized  U.ser"  is  defined  as  an  ' 

nidiyidnal  user  (an  iiidiyidnal  himian  Ikuiis)  who  ' 
IS  iiiiKinely  idenlilied  (hy  user  113  and  confidential  ” 
passM-ord  or  other  iinamhiKiioiis  method  reasonahh  " 
iccoptahle  to  .M|)X)  ami  aniliorized  hy  a  Cnslomei  '' 
to  acce.ss  the  BB(3  I3ala  Feed  snpplieij  hy  the  P 

.nslomer.  A  "Deyice"  is  .lellned  as  any  computer. 
u.rk.slalion  or  other  item  of  e,,nipnient.  fixed  or 
lx.rl.ihle.  that  mceives.  acce.sses  and/or  displays 
‘l:ila  III  visual,  aiidihle  or  other  form. 


1  ormit  lloldor  or  ;i  non-CBOE  Trading 
I’ormil  Holder  may  hi;  a  (ai.sfomor.  All 
Cn.sfoiiKtr.s  arc  :i.s.s(:.ss(!d  tho  .same  foos. 

MDX  ciirrontly  mako.s  availahlo  two 
additional  .sot.s  ol  data  as  jiart  of  tho 
BBO  Data  Food  at  no  additional  charge 
to  On.stomors.  Specifically,  tho  13130 
Data  Food  also  incindos  (i)  13130  data 
o”*.*  f'<H'  Floxihio  Exchange 

-  ^  ojitions  traded  on  tho  (d301-: 

I' LEX  Hyhrid  Trading  System  ^ 
including  13130  data  and'  la.st  .sale  data 
for  kEEX  complex  strategies 
(oollectively.  “FLEX  13130  data"),  and 
(ii)  ox]jected  opening  jirice  (“EOB")  and 
oxpei:ted  opening  size  (“EOS") 
information  that  is  dis.seminated  prior  to 
flio  opening  of  the  market  and  during 
trading  rotiitions  (collectivelv  "FOB/ 
EOS  data").  E(3B/EOS  data  is  calculated 
hy  the  OBOE  Hybrid  Trading  Svstem 
ha.sed  on  re.sting  orders  in  the  Book  that 
riaiiain  from  the  prior  hiisiness  day  and 
any  orders  and  (piotes  siihmitted  before 
tlio  opening.”  The  l-:OB  is  the  price  at 
which  the  greatest  nnmher  of  orders  and 
(piotes  in  the  Book  are  expected  to 
trade.” 

MDX  akso  makes  the  FLEX  BBO  data 
available  as  a  septirate  data  feed  at  no 
charge  to  any  Onstonier  that  wishes  to 
.snhscrihe  to  only  that  data.  EOB/EOS 
(lata  is  not  offered  separate  from  the 
BBO  Data  l‘’eed. 

1.  Statutory  Basis 

1  he  Exchange  believes  the  propo.sed 
nile  change  is  consistent  with  the 
provisions  of  Section  (i  of  the  Securities 
Exchange  Act  of  1f);34  (tho  “Act")  in 
general  and  with  Section  (i(l))(.‘i)  of  the 
Act  "  in  jiarticiilar  in  that  it  is  designed 
to  jirevent  fraudulent  and  manipulative 
acts  and  practices,  jironiote  just  and 
(Hjnitahle  iirinciples  of  trade,  to  foster 
cooperation  and  coordination  with 
jferson.s  engaged  in  facilitating 
tran.sactions  in  securities,  to  remove 
impediments  to  and  perfect  the 
mechanism  of  a  free  and  open  market 
and  a  national  market  .system  and,  in 
general,  to  protect  investors  and  the 
public  intere.st.  and  is  not  de.signed  to 
jiermit  unfair  cli.scrimination  between 
(.u.stoniers,  issuers,  brokers,  or  dealers. 


In  adojiting  Regulation  NMS.  the 
Comnii.ssion  granted  self-regulatory 
organizations  and  broker-dealers 
increa.sed  authority  and  flexibility  to 
offer  new  and  nniipie  market  data  to  the 
public.  It  was  believed  that  this 
authority  would  exjiand  the  amount  of 
(lata  availahle  to  consumers,  and  also 
.sjuir  innovation  and  comjietition  for  the 
lirovision  of  market  data.  'I'he  Exclumge 
believes  that  the  projio.sed  rule  change 
i.s  111  keeping  with  tho.se  princijiles  hy 
piomoting  increased  transjiarency 
through  the  dis, semination  of  more 
useful  jiroprietary  data  and  also  hy 
^  (  larifying  its  availability  to  market 
jiarticijiants. 

Additionally,  the  Exchange  believes 
the  proposed  rule  change  would  not 
peimit  unfair  discrimination  hei:ause 
the  BBO  Data  Feed,  including  FLEX 
BB(3  (hita  and  EOB/EQ.S  data,  and  the 
.separate  FLEX  BBO  data  feed  are  mad,. 
(H|ually  availahle  hy  MDX  to  any  market 
jiaiticipant  that  wishes  to  snhscrihe  to 
them.  The  Exchange  notes  that  other 
exchanges  make  information  relating  to 
the  market  opening  availahle  to 
members  and  non-memhers. 

P.  Solf-Pognlatory  Organiy.at ion's 
Statoinont  on  Pardon  on  Coinpotition 

1  he  Exchange  dotts  not  believe  that 
the  projiosed  rule  change  will  iniiiose 
any  burden  on  comjietition  that  is  not 
nece.ssary  or  aiiprojiriate  in  furtherance 
of  the  jiurjio.ses  of  the  Act.  The 
Exchange  believes  the  13130  Data  Feed, 
including  M.EX  BBO  data  and  EOB/EOS 
(lata,  and  the  sejiarate  FLEX  BBO  data 
feed  oflere,!  hy  MDX  will  helj)  attract 
new  u.sers  ami  new  order  flow  to  the 
Exchange,  thereby  imjiroving  the 
Exchange  s  ability  to  comjiete  in  the 
market  for  ojitions  order  flow  and 
executions. 

C.  Solf-Pogalatory  Organisation’s 
Statoinont  on  Connnonts  on  tho 
Proposod  Pa  Jo  Chango  Pocoivod  From 
Moinhors.  Participants  or  Others 


^.sv„(;iiii|,i,.i  24. B  ol CBor;  kui„.s. 

c  (•■nyl„i,|  Ononino 

.Sxstoin  .  1  hi!  i-Acliiinf-o  Inis  lilod  si!|,:iriili, 
proposiul  nil(!  cliango  lo  aiiurnd  CHOI':  Rule 
(i.2B(;i)(ii)  lo  provid,,  ||n,t  sncli  pic-oponin.- 
inlornnilion  will  I,,,  dissoininalod  to  u.sors  ”11,11  Imyc 
(ilaclinl  lo  rocoivo  sncli  inloinnilion  an.l  lo  nMnoy,.  ’ 
lliooxislins  n^loionco  lo  such  ino-opcninu 
inlornialioM  In'ing  disscininalcd  lo  market 
inirlicipanis  (as  didinod  in  CBOF  Knios  (i.4.'-,A  and 
(>.4.>B).  .See  .SK-(:B()l.:-20i:t-(H)(i 
■'Id. 

'"I.'-,  H..s.(;.  781(1,). 

"  I.s  ILS.C.  78((l,)(4)and  (.S).  |sic| 


I  he  Exchange  neither  solicited  nor 
received  comments  on  the  jirojiosed 
rule  change. 

l-iaK-v  "  ''<■'  Ki'loiiso  No. 

sfoin  V-  77  I-K  2«.44()  (May  17.  2012) 

SK  I  IIIA-2ni2-(i()):  and  .Sociiiilios  Hxclianf-o  Acl 
Koloasi,  N(,.  87720  (Aiif-nsl  2:i.  2012).  77  FK  ,5V78<) 

(AiWi.sl  :«).  2012)  (.SK-NY.SFAK(:A-20l2-80)Mn' 

addiliini.  llioNasdaij  (3|, lions  Markol  ("NOM") 
dissoniinalos  coilain  pro-oponiiif- ordor  iinbalanco 
inl(,inialion  evory  hy,,  .seconds  lor  a  period  ol  lime 
poor  „  Ihe  open  and  lliis  inlormalion  i.s  made 
ayailahle  via  siih.scriplion.  .See  NOM  Chanter  VI 
SoOion  8(l,)(i)  end  Chapter  XV.  .Section  4(e):  .see 

oAso  l>lll>://\\  n  \\  .iuis(l(i(ilracl(!r.coiii/ 
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III.  Dale  of  Eflectiveness  of  the 
Proposed  Rule  (3iange  and  Timing  for 
(Commission  Action 

llecaiise  the  foregoing  proposed  rule 
change  does  not: 

A.  Significantly  affect  the  protection 
of  investors  or  the  public  interest; 

B.  Impose  any  significant  hnrden  on 
competition;  and 

(1.  Become  o])(;rative  for  30  days  from 
the  date  on  which  it  was  filed,  or  such 
shorter  time  as  the  (Commission  may 
designate,  it  has  become  effec:tive 
pursuant  to  Section  10(1))(3)(A)  of  the 
Act  and  Rule  19h-4(f)((i)  '•» 
thereunder. 

At  any  time  within  00  days  of  the 
filing  of  this  propo.sed  rule  change,  the 
(Commi.ssion  summarily  may 
temjjorarily  suspend  such  rule  change  if 
it  appears  to  the  Commission  that  such 
action  is  nec;essary  or  apjiropriate  in  the 
public  interest,  for  the  protection  of 
investors,  or  otherwise  in  furtheranc:e  of 
the  })urposes  of  the  Act. 

IV.  Snlic;itatinn  of  (Comments 

Intere.sted  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  ])roposed  rule 
change  is  consistent  with  the  Act. 
(Comments  may  he  submitted  hv  any  of 
the  following  methods; 

Klv.cironk:  CMinnu^nts 

•  Use  the  (Commission's  Internet 
comment  form  [hltp://\v\\’\\’.SHC.^ov/ 
n  I  hs/sro  .slit  in  I)  \  or 

•  Send  an  email  to  niln- 
(:o]nnwnts@S(H:.^ov.  Please  include  File 
Number  SR-CCB()E-2()1 3-()().5  on  the 
subject  line. 

Papnr  (Joinnwnts 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Mnr])hy,  Sec:retary. 
Securities  and  Exchange  Commission, 
100  F  Street  NE.,  Washington,  D(C 
20549-1090. 

All  submissions  .shoidd  refer  to  File 
Number  SR-CBOE-201 3-005.  This  file 
number  should  he  included  on  the 
subject  line  if  email  is  used.  To  help  the 
(Commi.ssion  jjrocess  and  review  yonr 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
])ost  all  comments  on  the  (Commission’s 
internet  Web  site  (http://w\\’\\’.sn(:.gov/ 
rulns/sro.shtinl).  (Copies  of  the 
suhmi.ssion,  all  snhsecpient 
amendments,  all  written  statements 
with  respect  to  the  pro])osed  rule 
change  that  are  filed  with  the 
(Commission,  and  all  written 
communications  relating  to  the 


■  '  i.s  7Hs(i))(:9(A). 

17(:i’R  240. 191)— Kl')((i). 


])roposed  rule  change  between  the 
(Commission  and  any  per.stin,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  IJ.S.(C.  552,  will  he 
available  for  Web  site  viewing  and 
printing  in  the  (Commission’s  Public 
Reference  Room,  100  F  Street  NE., 
Washington,  D(C  20549,  on  official 
husine.ss  days  between  the  hours  of 
10;00  a.m.  and  3:00  j).m.  (Copies  of  such 
filing  also  will  he  available  for 
ins))ection  and  copying  at  the  principal 
offices  of  the  Exchange.  All  comments 
received  will  he  posted  without  change: 
the  (Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  ])uhlicly.  All  submissions 
should  refer  to  File  Number  SR-(CB(0E- 
201 3-095,  and  should  he  submitted  on 
or  before  Fehrnarv  15,  2013. 

For  llu!  (Conunission,  by  the  Division  of 
'I’rading  and  Markets,  pursuant  to  delegated 
autlioritv. 

Kevin  M.  O’Neill, 

Dapiily  Saciciciry. 

|FR  Oec.  2()i;j-(n49()  Filed  l-24-i;t;  K:4.'')  ain| 
BILLING  CODE  8011-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68694;  File  No.  SR- 
NASDAQ-2012-129] 

Self-Regulatory  Organizations;  The 
NASDAQ  Stock  Market  LLC;  Notice  of 
Designation  of  a  Longer  Period  for 
Commission  Action  on  Proposed  Rule 
Change  To  Establish  the  Retail  Price 
Improvement  Program  on  a  Pilot  Basis 
Until  12  Months  From  the  Date  of 
Implementation 

lamiarv  18,  2013. 

(Jn  Novomhor  19.  2012,  Thu  NASDAQ 
Stock  Market  LLC  (“NASDAQ”  or 
“Exchango”)  filed  with  the  Securities 
and  Exchange  (Commi.ssion 
(“(Commission”)  ])ur.suant  to  Section 
19(h)(1)  of  the  .Securities  Exchange  Act 
of  1934  (“Act”)  '  and  Rule  19l)-4 
thereunder,-  a  pro])osefl  rule  change  to 
e.stahlish  a  Retail  Price  Improvement 
Program  to  attract  additional  retail  order 
flow  to  the  Exchange  while  also 
providing  the  potential  for  price 
improvement  to  such  order  How.  The 
]n'ojK).sed  rule  change  was  published  for 
comment  in  the  Federal  Register  on 


17  CFR  2(l().:»l)-:i(,'i)(12). 
'  1.S  IF.S.C.  7«s(l))(l). 

^  17  CFR  240.1 9l)-4. 


December  7,  201 2. The  Commission 
did  not  receive  any  comments  on  the 
projiosed  rule  change. 

In  connection  witli  the  jnoposal,  the 
Exchange  reipiested  exemptive  relief 
from  Rule  012  of  Regulation  NM.S,^ 
which,  among  other  things,  jirohihits  a 
national  securities  exchange  from 
accejiting  or  ranking  orders  })riced 
greater  than  .$1.00  per  share  in  an 
increment  smaller  than  SO.Ol.'*  On 
January  14.  2013,  the  Exchange 
submitted  a  letter  requesting  that  the 
staff  of  the  Division  of  Trading  and 
Markets  not  recommend  any 
enforcement  action  under  Rule  002  of 
Regulation  NM.S  (the  “Quote  Rule”) 
based  on  the  Eixchange’s  and  its 
Members’  jiarticipation  in  the  Program.'* 

Section  19(1))(2)  of  the  Act  ~  provides 
that  within  45  days  of  the  publication  of 
notice  of  the  filing  of  a  propo.sed  rule 
change,  or  within  such  longer  period  iqi 
to  90  days  as  the  Commission  may 
designate  if  it  finds  such  longer  period 
to  he  appropriate  and  puhlislies  its 
rea.sons  for  so  finding  or  as  to  which  the 
self-regulatory  organization  consents, 
the  Commission  shall  either  approve  the 
jiropo.sed  rule  change,  disapprove  the 
propo.sed  ride  change,  or  in.stitute 
proceedings  to  determine  whether  the 
ju’oposed  rule  change  should  he 
di.sa|)])roved.  The  45th  day  for  this  filing 
is  January  21 , 201 3. 

The  (iommission  is  extending  the  45- 
day  time  ])eriod  for  (Commission  action 
on  the  proposed  rule  change.  The 
(Commission  finds  that  it  is  a])j)roj)riate 
to  designate  a  longer  period  to  take 
action  on  the  projiosed  rule  change  so 
that  it  has  sufficient  time  to  consider  the 
Exchange’s  propo.sal,  which  would 
allow  the  Exchange  to  utilize  non- 
disjilayed  orders  that  offer  price 
improvement  to  retail  order  flow 
potentially  in  sub-penny  increments,  as 
well  as  the  Exchange's  attendant 
requests  for  exemiitive  and  no-action 
relief. 

Accordingly,  pur.suant  to  .Section 
19(h)(2)  of  the  Act,”  the  Commi.ssion 
designates  March  7,  2013  as  the  date  by 
which  the  (Commi.ssion  should  either 
approve  or  disajiprove,  or  institute 
jiroceedings  to  determine  whether  to 


'Sin:  .Sociirilios  Fxcliaii^o  Act  Roloiiso  Ni).  ()H:i:i(i 
(l)(!(:(!Mil)(!i  ;i,  2(112).  77  FR  7:1097  (.SR-NA.S0.\Q- 
2012-129). 

■'  17  OFR  242.012  (llu;  “.Sul)-I’iinny  Roto"). 

^'Svv  l,i!ll(!i'  IVoni  liilfroy  Davis.  Dapuly  (amoral 
(aiimsol,  1  li(!  NA.SD.XCJ  .St(K:k  Markol  I.I.C.  lo 
Flizabotli  M.  Murpltv.  .Socrolarv.  Commission,  dalotl 
Novombor  19.  2012). 

'CS'i.'o  bailor  from  loU'roy  Davis.  Dopiily  (amoral 
Counsol.  llio  N.X.SDAQ  .Slock  Markol  l.i.C.  lo  )obn 
Ramsav.  Division  ofl'railing  aiul  Markols. 
Commission,  datod  lannarv  14.  20i:i. 

ns  U.S.C.  78s(b)(2). 

“  bS  U..S.C.  7H.s(b)(2). 
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di.sajjprovc;.  the  proposed  rule  change 
(File  Nuinher  .SR-NASDAQ-2012-129). 

I'or  llie  (Commission.  l)v  tin;  nix'ision  ol 
Triuling  ami  Markets.  |>ursuant  to  delegated 
aiitliority.  ■' 

Kevin  M.  O'Neill. 

D<‘puty  S(‘cn‘t(iry. 

|1'R  t)(i(:.  2(l1.t-(114HK  I'iled  1-24-13:  H:45  iim| 
BILLING  CODE  8011-01-P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68698;  File  No.  SR-Phlx- 
2013-04] 

Self-Regulatory  Organizations; 
NASDAQ  OMX  PHLX  LLC;  Notice  of 
Filing  and  Immediate  Effectiveness  of 
Proposed  Rule  Change  Relating  to 
Routing  Fees 

jaiiuary  18.  2013. 

Pursuant  to  Section  in(h)(l)  ol  the 
.Securities  Exchange  Act  of  1934 
("Act”)  '.  and  Rule  19h-4  thereunder.^ 
notice  is  herehv  given  that  on  januarv  8. 
201 3.  NASDAC)  OMX  PHLX  EEC 
(“Phlx”  or  “Exchange”)  (lied  with  the 
.Securities  and  Exchange  Coininission 
(“.SECC”  or  "(Coininission”)  the  projiosed 
rule  change  as  described  in  Items  1.  11. 
aiul  111  helow.  which  Items  have  been 
jirepared  by  the  Exchange.  The 
(Commission  is  puhlishing  this  notice  to 
.solicit  comments  on  the  iirojio.sed  rule 
change  from  interested  persons. 

E  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  (Change 

The  Exchange  proposes  to  amend  its 
Routing  Fees  at  .Section  V  of  the  Pricing 
.Schedule.  While  changes  to  the  Pricing 
.Schedule  jmrsuant  to  this  proposal  are 
effective  upon  filing,  the  Exchange  has 
designated  the  projiosed  amendment  to 
he  operative  on  February  1.  2013.  The 
text  of  the  jirojiosed  rule  change  is 
available  on  the  Exchange’s  Web  site  at 
hUjr.// 

iuis(ki(i()m\phl\.C(:h\\’(iUstw(‘t .com/ ,  at 
the  })rinci])al  office  of  the  Exchange,  and 
at  the  (Commission’s  Public  Reference 
Room. 

IE  Self-Regulalory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(Change 

In  its  filing  with  the  (Commission,  the 
Exchange  included  statements 
concerning  the  purjiose  of  and  basis  for 
the  proposed  rule  change  and  discus.sed 
any  comments  it  received  on  the 

•'17(;FK  2()(I.3()-3(;i)(12). 

'  15  IK.S.C.  7«s(l))(l). 

-17(:i'K  240.1‘ll)-4. 


jiroiiosed  rule  change.  The  text  of  the.se 
statements  may  he  examined  at  the 
places  sjiecified  in  Item  IV  helow.  The 
Exchange  has  prepared  summaries,  set 
forth  in  sections  A.  IE  and  (C  helow.  of 
the  mo.st  significant  asjiects  of  suc:h 
statements. 

A.  S(;lf-nc>>iiI(itorv  ion’s 

Slatcnumi  oj  the  Purjwse  of.  and 
Slatntorv  liasis  for,  the  Proposed  Hide 
(ihange 

1.  Purpo.se 

The  purpo.se  of  this  filing  is  to  amend 
Routing  Fees  in  Section  of  the  Pricing 
.Schedule  in  order  to  recoup  costs  that 
the  Exchange  incurs  for  routing  and 
executing  orders  in  e(|uity  ojitions  to 
various  away  markets. 

Today,  the  Exchange  calculates 
Routing  Fees  by  a.sse.ssing  certain 
Exchange  costs  related  to  routing  orders 
to  away  markets  plus  the  away  market’s 
tran.saction  fee.  The  Exchange  assesses  a 
.SO. 04  per  contract  fixed  Routing  Fee 
when  routing  orders  to  the  NA.SUAQ 
Ojitions  Mar^it  EE(i  (“NOM”)  and 
NA.SDAQOMX  BX.  Inc.  (“HX  Oiitions) 
and  a  SO. 10  per  contract  fixed  Routing 
Fee  to  all  other  options  exchanges  in 
addition  to  the  actual  transaction  fee  or 
rebate  paid  by  the  away  market. 

The  fixed  Routing  Fee  is  based  on 
co.sts  that  are  incurred  by  the  Exchange 
when  routing  to  an  away  market  in 
addition  to  the  away  market’s 
tran.saction  fee.  For  exanijile.  the 
Exchange  incurs  a  fee  when  it  utilizes 
Nasdac]  Options  Services  EE(]  ("NOS”), 
a  member  of  the  Exchange  and  the 
Exchange's  exclusive  order  router.  *  to 
route  orders  in  options  listed  and  open 
for  trading  on  the  PHEX  XE  system  to 
de.stination  markets.  Each  time  NOS 
routes  to  away  markets  NO.S  incurs  a 
clearing-related  co.st  ■*  and.  in  the  case  of 
certain  exchanges,  a  tran.saction  fee  is 
also  charged  in  certain  symbols,  which 
fees  are  jiassed  through  to  the  Exchange. 
The  Exchange  also  incurs  administrative 
and  technical  costs  a.ssociated  with 
operating  NO.S.  memhershi])  fees  at 
awav  markets.  Ojitions  Regulatorv  Fees 

'In  Miiy  2()(l<l.  Ihn  atlopind  Kiili; 

l()H(l(in)(iii)(A)  to  nstiihlish  Niisdaii  Options 
•Sia  viccis  1.1.0  ("NO.S").  a  nuunlMM' ot  llin  I'Acliangn, 
as  IIk!  Kx(:lianf>i!'s  nxcinsivc!  oi'dnr  r(mt(!r.  .SV.x; 
.S(!(:niili(!s  l-Acliangi!  Act  Knina.sc;  No.  5il!ia5  (Mav 
28.  2()(l!l).  74  I  R  2(1750  Onno  3.  200(1)  (SR-I’lilx- 
2000-32).  NOS  is  ntilizod  i>y  llin  I'Acliaiif^n's  Inlly 
antoinaUHl  options  trading  sysloin.  )’)  ll.X  XI..  “ 
"I’lll.X  XI."  is  thd  Kx(:han}>(!'s  autoinatnd  options 
trading  sysloin. 

■'  Tho  Options  Oloai'in}>  Oorporalion  ("(KX)") 
assossos  a  cloaring  too  ot.SO.Ol  por  contract  side. 

.S'oo  .SiH:nrilios  lixchan^o  Act  Roloaso  No.  (18025 
(Octol)or  10.  2012).  77  FR  (13308  (Octol)or  1(1.  2012) 
(SR-O(X;-2012-18). 


(“ORFs”)  and  technical  exists  a.ssociated 
with  routing  options. 

The  Exchange  jiroposes  to  amend  its 
Routing  Fees  to  increase  the  current 
fixed  Routing  Fee  to  13X  Ojitions  and 
NOM  from  80.04  to  SO.O.'i"'  per  (xintract 
and  the  fixed  Routing  Fee  to  all  other 
options  e.xchanges  from  .$0.10  to  .$0.11  '* 
])er  contract  to  capture  the  imx’eased 
(xists  that  the  Exchange  incurs  when 
routing  to  away  imirkets  in  addition  to 
the  tran.saction  fee  that  is  being  as.sessed 
by  the  away  market.  .Sjiecifically. 
several  exchanges  have  increased  ORFs 
or  ado])ted  ORFs  and  the  Exchange 
propo.ses  to  increa.se  its  Routing  Fees  to 
retxiuii  tho.se  increa.sed  fees.^ 

Today,  the  transaction  fee  assessed  by 
the  Exchange  is  ha.sed  on  the  away 
market’s  actual  transaction  fee  or  rebate 
for  a  jiarticular  market  particijiant  at  the 
lime  that  the  order  was  entered  into  the 
Exchange’s  trading  .system.  This 
transaction  fee  is  calculated  on  an  order- 
by-order  basis.  since  different  away 
markets  charge  different  amounts.’*  In 
the  event  that  there  is  no  tran.saction  fee 

In  II  pi'dvimis  nilo  tilin';.  Ihn  Fx(:li:in{>c!  discnssiul 
dm  iniinnnr  in  which  it  an.dv/.iid  costs  rohilcd  to 
rontinj;  to  MX  Ojitions  and  NOM  and  d(‘tciinini!d 
till!  costs  arc  lower  as  compared  to  other  away 
markets  hecanse  NO.S  is  utilized  hv  all  three 
excliaiif^es  to  route  orders.  In  that  filing  the 
Fxchange  noted  that  hecanse  I’hlx.  HX  Options  and 
NOM  all  utilize  NO.S.  the  cost  to  the  Fixchaiif^e  is 
less  as  comiiared  to  routiii};  to  other  away  markets. 

In  addition  the  fixed  costs  are  reduced  hecau.se  NO.S 
is  owned  and  o|ierated  hy  NA.SDAQ  OMX  and  the 
three  exchanges  and  NO.S  share  common 
technologv  and  related  operational  Imictions.  .See 
.Securities  Fxchange  Act  Release  No.  (18213 
(Novemher  13.  2012).  77  FR  (10530  (Novemher  10. 
2012)  (.SR-l’lilx-2012-120). 

''11ie  .SO.l  1  per  contract  fixed  fee  would  a|iplv  to 
all  o|)tions  exchanges  other  than  HX  Options  and 
NOM.  whicli  are  discus.sed  separately  in  this 
proposal,  'file  Fxchange  anticipates  that  it  oilier 
options  exchanges  are  approved  hy  the  Oommission 
alter  the  llling  of  this  proposal,  those  exchanges 
would  he  assessed  tlie  .SO. 11  jier  contract  fee 
applicahle  to  "all  oilier  options  exc:hange.s." 

'11ie  Oliicago  Hoard  Options  lixchange. 
Incorporated  ("OHOli")  recently  increased  its  ORF 
from  S.OOda  to  S.0085  per  contract.  .See  .Securities 
Fxchange  Act  Release  No.  (18480  (Decemher  10. 
2012).  77  FR  7(11 10  (Decemher  2(1.  2012)  (.SR- 
(:HOF-2012-1  18).  02  Options  Fxchange. 
Incorporated  ("02")  recently  increased  its  ORF  from 
$.0015  to  $.002  per  contract.  .See  .Securities 
Fxchange  Act  Release  No.  (18470  (Decemher  10. 
2012).  77  FR  70131  (Decemher  2(1.  2012)  (.SR-02- 
2012-040).  NYSF  MKT  FLO  ("NYSF  Aniex") 
recently  increased  its  ORF  from  .S0.004  to  $0,005 
per  contract.  .See  .Securities  Fxchange  Act  Relea.se 
No.  (18183  (Novemher  8.  2012).  77  FR  (1818(1 
(November  15.  2012)  (.SR-N1'.SI';MKT-201  2-54). 
NY.SF;  ,\rca.  Inc.  ("NY.Sf)  Area")  recently  increased 
its  ORF  from  $0,004  to  $0,005  per  contract.  .See 
.Securities  Fxchange  Act  Release  No.  (18174 
(Novemher  7.  2012).  77  FR  (17845  (Novemher  14. 
2012)  (.SR-NY.SFArca-2012-1 18).  Miami 
International  .Securities  Fixchange.  FFO  ("MlAX") 
recently  adopted  an  ORF  of  .SO. 0040  per  contract 
side.  .See  .SR-M1AX-2()12-0(1  (not  yet  imhlished). 

"This  is  similar  to  the  nielhodology  utilized  hv 
ISF;  in  assessing  Routing  Fees.  .See  ISF's  Fee 
Schedule. 
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or  rebate  assessed  l)v  the  away  market, 
the  only  fee  asses.sed  is  the  fixed 
Routing  Fee.  With  resjject  to  the  njliate, 
the  Excliange  pays  a  market  parti{:i])ant 
the  rehate  offered  l)y  an  away  market 
where  there  is  such  a  rehate.  Any  rel)ate 
available  is  netted  against  a  fee  as.sessed 
by  the  Exchange.”  The  Exchange;  is  not 
pro|)osing  to  amend  its  calculation  of 
the  away  market’s  tran.saction  fee  as 
descrihed  herein. 

As  with  all  fees,  the  Exchange  mav 
adjust  these  Routing  Fees  in  response  to 
competitive  conditions  by  filing  a  new 
proposed  rule  change. 

2.  Statutory  Basis 

The  Exchange  believes  that  its 
proposal  to  amend  its  Pricing  Schedule 
is  consistent  with  Section  (i(b)  of  the 
Act  in  general,  and  furthers  the 
objectives  of  Section  n(b)(4)  of  the  Act  ' ' 
in  particular,  in  that  it  is  an  equitable 
allocation  of  reasonable  fees  and  other 
charges  among  Exchajige  members. 

The  Exchange  believes  that  the 
projjo.sed  Routing  Fees  are  rea.sonahle 
becau.se  they  seek  to  recouj;  costs  that 
are  incurrecl  by  the  Exchange  when 
routing  Customer.  Professional,  Firm, 
Broker-Dealer,  Specialist  and  Market 
Maker  orders  to  away  markets  on  b(;half 
of  members.  Each  destination  market's 
transaction  charge  varies  and  there  is  a 
cost  incurred  hy  the  Exchange  when 
routing  orders  to  away  markets.  The 
costs  to  the  Exchange  include  clearing 
costs,  administrative  and  technical  costs 
associated  with  operating  NOS, 
membership  fees  at  away  mark(;ts,  ORFs 
and  technical  costs  associated  with 
routing  options.  Tin;  Exchange  believes 
that  the  i)roj)osed  Routing  Fees  would 
enable  the  Exchange  to  recover  the  costs 
it  incurs  to  route  orders  to  awav  markets 
in  addition  to  tran.saction  fees  assessed 
to  market  participants  for  the  execution 
of  Customer,  Professional,  Firm,  Broker- 
Dealer,  S])ecialist  and  Market  Maker 
orders  by  the  away  market.  Specifically, 
other  options  exchanges  have  increased 
ORFs  that  are  assessed  per 
transaction.'-  The  Exchange  believes 


oxainplc!,  it  a  (aistonii!r  iinlcir  i.s  routocl  to 
ItOX.  and  U()X  oHors  a  cusIdiiKM'  r(!l)al(!  (il  ,S().2()  jmm' 
contract,  tin;  Kxcliangc!  would  a.sscss  a  St).  10  per 
contract  fixed  let;  wliicli  would  net  a”ainst  tlie 
rebate  (,St).2t)  |)(!r  contract  in  tlii.s  example).  TIh! 
market  partici|)ant  for  whom  t la;  Customer  contract 
was  routed  would  receive;  a  St).  It)  per  contract 
ri;l)ate.  Today  tin;  market  participant  doi;s  not 
ri;c(;iv(;  a  r(;hate  and  only  pays  tin;  curnail  .St).  1 1  p(;r 
contract  Koutiii”  Fee;. 

"'I.S  II..S.C.  7»f(l)). 

"I.S  ll.S.C.  7»f(h)(4). 

'-CHOfi  |•e;e:e;ntly  ine:re;ase;el  its  OKF  freim  .S.ODIiS 
te;  .S.aOBS  per  e:e)nti;ie:t.  .SV;e;  .Se;e:uritie;s  lixctiem^e;  Ae;t 
Re;le;;ise;  Nee.  (>8481)  (IJe;c:e;ml)e;r  1<).  21)12).  77  FR 
7811!)  (I)e;e:e;ml)e;r2ti.  2012)  (.SR-(:U()F-2l)  12-1 18). 
C2  |•e;e:e;ntly  ine:rt;iese;el  its  (IRI'  freem  S.DOIS  te;  S.l)t)2 
pt;r  e:e)ntnee:t.  Stre  .Se;e:uritie;s  Fxe:han}>e;  Ae;t  Re;le;ase; 


that  it  i.s  rea.sonahle  to  recoup  the.se 
co.sts  borne  by  the  Exchange  on  each 
tran.saction. 

Further,  the  Exchange  believes  that  it 
i.s  etpiitable  and  not  unfairly 
discriminatory  to  increase  the  fixed 
Routing  Fees  from  .SO. 04  to  $0.05  jier 
contract  and  from  SO. 10  to  SO. 11  lier 
contract,  dejiending  on  the  away 
market,  because  the  Exchange  would 
uniformly  as.sess  the.se  fees  depending 
on  the  away  market.  Finther,  the 
Exchange  believes  that  it  i.s  etpiitable 
;md  not  unfairly  discriminatorv  to 
a.sse.ss  a  fixed  cost  of  $0.05  per  contract 
to  route  orders  to  NASDAQ  OMX  awttv 
markets  (BX  (Iptions  and  NOM)  becau.se 
the  cost,  in  terms  of  actual  cash  outlays, 
to  the  Exchange  to  route  to  those 
markets  i.s  lower.  For  examjile,  costs 
related  to  routing  to  BX  Options  and 
NOM  are  lower  as  compared  to  other 
away  markets  becau.se  NOS  i.s  utilized 
bv  all  three  exchanges  to  route  orders.'” 
NOS  and  the  three  NASDAQ  OMX 
options  markets  have  a  common  data 
center  and  staff  that  are  responsihle  for 
the  day-to-day  operations  of  NOS. 
Because  the  three  exchanges  are  in  a 
common  data  center.  Routing  Fees  are 
I’educed  becau.se  costly  expenses  related 
to,  for  example,  telecommunication 
lines  to  obtain  connectivity  are  avoided 
when  I'outing  ordei's  in  this  instance. 
The  co.sts  related  to  connectivitv  to 
I'oute  orders  to  other  NASDAQ  OMX 
exchiinges  are  de  minimis.  When 
routing  orders  to  non-NASDAQ  OMX 
exchanges,  the  Exchange  incurs  costly 
connectivity  charges  related  to 
telecommunication  lines  and  other 
related  costs  when  routing  orders. 

While  the  proposal  increa.ses  the  fixed 
fee  for  routing  orders  to  all  markets  hy 
SO. 01  per  contract,  the  Exchange  is  not 
proposing  to  amend  the  fee  differential 
of  .SO. 00  per  contract  that  exists  today 
when  routing  to  a  NASDAQ  OMX 
exchange  ($0.04  per  contract)  as 
com])ai'ed  to  a  non-NASDAQ  OMX 
exchange  (SO. 10  j)er  contiact).  The 
Exchange  believes  it  i.s  reasonable, 
ecpiitable  and  not  unfairly 
discriminatory  to  pass  along  savings 
realized  by  leveraging  NASDAQ  OMX’s 


No.  88470  (Doconihi;!-  10.  2012).  77  FR  78131 
(I)(;(:i;inl)(;r  28.  2012)  (.SR-(:2-20 12-040).  NY.SF 
Aiiu;x  i(;(:i;nlly  iiu:r(;nsi;(l  its  ORF  from  .S0.004  to 
.SO. 00.')  p(;i'  coiitr.ict.  .SV.'i;  .Si;(:urili(;s  FA(:liiinf>i;  Act 
Ri;li;asi;  No.  88183  (Nov(;ml)i;r  8,  2012).  77  FR  88188 
(Nov(;mh);r  I.S,  2012)  (.SR-,NY.S1;MK1’-2012-.S4). 
NY.SF;  Area  ri;<:(;nlly  iii(:r(;as(;(l  its  ORF  from  .SO. 004 
to  .SO.OO.S  per  contract.  Sr/:  .S(;curilii;s  Fxclian”!;  Act 
R(;l(;as(;  No.  88174  (Novoml)i;r  7.  2012).  77  FR  8784.S 
(Novemhor  14,  2012)  (.SR-NY.Si;Arca-2012-l  18). 
MIAX  r(;ci;ntly  adopted  an  ORF  of  .SO. 0040  per 
contract  side.  .S(;e  .SR-MIAX-20 12-08  (not  v(;| 
pnl)lish(;d). 

'''.S'eeOhapter  VI.  .Section  1 1  of  the  BX  Options 
and  NOM  Rules. 
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infra.structnre  and  scale  to  market 
particijiants  when  those  orders  are 
routed  to  BX  Options  and  NOM.'-*  it  i.s 
important  to  note  with  respect  to 
routing  to  an  away  market  that  orders 
are  routed  based  on  price  first.  1*HEX  XL 
will  route  orders  to  away  markets  where 
the  Exchiinge's  disseminated  bid  or  offer 
i.s  inferior  to  the  national  host  hid  (host 
offer)  (“NBBO”)  price.'”  Market 
participants  may  suhmit  orders  to  the 
Exchange  as  ineligihle  for  routing  or 
“DNR”  to  avoid  incurring  the  Routing 
Fees  proposed  herein.'” 

B.  Sfilf-Hegulatory  Organi/Attion 's 
Sidtomani  on  Burden  on  ('competition 

The  Exchange  does  not  believe  that 
the  jiroposed  rule  change  will  impose 
any  burden  on  competition  not 
necessary  or  ajipropriate  in  furtherance 
of  the  purposes  of  the  Act.  The 
Exchange  believes  that  the  rule  change 
would  allow  the  Exchange  to  recoup  its 
costs  when  routing  orders  designated  as 
available  for  routing  bv  the  market 
participant.  Members  and  member 
organizations  may  choo.se  to  mark  the 
order  as  ineligible  for  routing  to  avoid 
incurring  these  fees.'^  Tod.iy.  other 
options  exchanges  also  as.sess  similar 
fees  to  recoup  co.sts  incurred  by  the 
Exchange  to  route  orders  to  aw.iv 
markets.  With  respect  to  routing  to  BX 
Ojitions  ;md  NOM  at  a  lower  cost  as 
compiired  to  other  away  imirkets,  the 
Exchange  does  not  believe  that  the 
propo.sed  amendments  to  increase  those 
fees,  while  maintaining  the  .same  fee 
differential,  impo.ses  a  burden  becau.se 
all  market  particijiants  would  be 
assessed  the  same  fees  dejiending  on  the 
away  market  and  the  fee  increase  i.s  the 
same  for  all  market  jiarticipants.  Also, 
the  Exchange  is  jirojiosing  to  recouji 
co.sts  incurred  only  when  members 
reejuest  the  Exchange  route  their  orders 


Todiiy.  tin;  F^xchaiif’o  iissi;ssi;s  a  SO.  1 1  pi;r 
contract  fix(;(l  f(;(;  for  routing  orders  to  BX  Options 
and  NOM.  That  ha;  is  proposed  to  he  redncial  to  a 
,S().04  pi;r  contiact  fixed  ha;,  which  would  hi;  in 
addition  to  the  actual  transaction  fee  assessed  hv 
the  away  market. 

.See  Ruh;  l()80(in).  The  I’hlx  Xl,  II  system  will 
contemporaneonsly  ronli;  an  order  marked  as  an 
Inlermarket  ,Swei;p  Ordi;r  ("I.SO”)  to  i;ach  awav 
market  dis.seminatine  prices  hi;tter  than  tin; 
FAchanf’e's  prici;,  for  the  h;s.si;r  of:  (a)  Tin; 
disseminat(;d  size  of  such  away  markets,  or  (h)  the 
or(h;r  size  and.  if  order  size  remains  afl(;r  such 
rontiiif).  trade  at  the  FAchaiif’e-s  diss(;minat(;d  hid  or 
offer  np  to  its  di.sseminated  sizi;.  If  contracts  still 
remain  nnexeciited  after  ronlin;;.  they  are  posted  on 
the  hook.  Once  on  the  hook,  should  the  order 
snh.se(pi(;nlly  hi;  locked  or  crossed  hy  another 
market  center,  the  I’hl.x  XI.  II  system  will  not  route 
the  order  to  the  locking  or  crossing  market  center, 
with  some  exceptions  noted  in  Ruh;  l(l8(l(m). 

"'.See  Ruh;  1()88(h)  (Oertain  Tvpes  of  Orders 
Defined)  and  U)8{)(h){i)(A)  (I’tll.X  XI.  and  I’HI.X  XI. 

II). 
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to  an  away  market.  The  Exeliangi;  i.s 
|)a.ssing  along  saving.s  realized  by 
hweraging  NASDAQ  OMX'.s 
infrastrnctnre  and  .scale  to  market 
|)artici|)ant.s  when  tho.se  orders  are 
routed  to  HX  Options  and  NOM  and  is 
jH'oviding  those  savings  to  all  market 
participants.  Finally.  PHhX  XL  routes 
orders  to  away  markets  when;  tin; 
Exchange’s  disseminated  hid  or  oiler  is 
inferior  to  the  national  best  hid  (h(;sl 
offer)  (“NBIU)")  price  and  hasetl  on 
price  first.'** 

(j.  SHlf-n(;<>ul(it()ry  ()r>>(iiiiy.(it ion’s 
Siatoiuent  on  (Jonnnonts  on  tho 
Proposod  linlo  Change  deceived  From 
Membei's.  Participants,  or  Others 

No  writt(;n  comments  were  either 
solicited  or  received. 

III.  Date  of  Ett’ectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
(Commission  Action 

The  foregoing  rule  change  has  become 
effective  pursuant  to  Section 
19(h)(3)(A)(ii)  of  the  Act.'"  At  any  time 
within  (it)  days  of  the  filing  of  the 
j)roi)osed  rule  change,  the  (Commission 
summarily  may  temporarily  suspend 
such  rule  change  if  it  a])|)ears  to  the 
(Commission  that  such  action  is 
nece.ssary  or  a])proj)riate  in  the  public 
interest,  for  the  protection  of  inve.stors, 
or  otherwise  in  furtherance  of  the 
purj)os(;s  of  the  Act.  If  the  (Commi.ssion 
takes  such  action,  the  (Commission  shall 
institute  proceedings  to  determine 
whether  the  ])roj)os(;d  rule  should  he 
a])j)rov(;d  or  di.sapproved. 

IV.  Solicitation  of  (Comments 

Interested  persons  are  invited  to 
.submit  written  data,  views,  and 
arguments  concerning  tin;  foregoing, 
including  whether  the  pro])osed  rule 
change  is  consistent  with  the  Act. 
Comments  may  he  submitted  by  any  of 
the  following  methods: 

Electron ic  Con i meats 

•  ll.se  the  (Commission's  Internet 
comment  form  [htti)://\\’\v\v.sec.gov/ 
rales/ sro.sht ml):  or 


‘“.Srv  Kiil(‘  10KI)(ni).  'flu:  I’lilx  XI.  II  svsicin  will 
(X(iiliMii|>(>riin(!oiislv  route  uii  onh-r  iiiitikiHl  us  an 
liili!rinai'k(!l  Sw<!(!|)  Onku'  ("I.SO")  to  (sicli  awiiv 
inark(!t  (liss(tiniiialin}>  priciis  Ix^tUu' tliaii  (he 
l-ixcliaii^e's  price,  lor  tlu;  h;ss(M'  ol:  (a)  'I'he 
<lisseinii)ali!(l  size  ol  such  away  markcits.  or  (h)  llu! 
onler  siz»!  and.  il  orthfr  si/.t;  nunains  al((!r  such 


•  .Send  an  email  to  rule- 
comments@sec.gov.  Fhtase  include  File 
Number  SR-Phlx-2()1 3-04  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  tri])licate 
to  Elizabeth  M.  Mui'iiliv,  Sttcretiirv, 
Securities  and  fCxchange  (Commission, 
100  F  Strecit  NE.,  Wiishington,  D(C 
20.'j40-1000. 

All  suhmi.ssions  should  refer  to  Fib; 
Numher  SR-Phlx-201 3-04.  This  file 
number  should  he  included  on  the 
subject  line  if  email  is  u.sed.  To  hel])  the 
(Commission  ])roce.ss  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  (Commission  will 
])ost  all  comments  on  the  Commission’s 
Internet  Web  site  (htt})://\v\v\v.sec.gov/ 
rnles/sro.shtml).  (Copies  of  the 
submission,  all  snh.setpient 
amendmttnls,  all  written  stiitements 
with  ntspect  to  the  ])ropo.sed  rule 
change  that  are  filed  with  the 
(Commission,  and  all  written 
commnnications  ntlating  to  the 
luoposeil  rub;  chiinge  between  the 
(Commission  and  any  per.son,  other  than 
those  that  may  he  withhttld  from  the 
public  ill  accordiince  with  the 
])rovisions  of  5  IJ.S.(C.  .'i52,  will  he 
avciilcihle  for  VVt;!)  site  viewing  and 
])rinting  in  tin;  (Commission’s  Public 
Refentnce  Room,  100  F  Street  NE., 
Washington.  D(C  20540,  on  official 
business  days  between  the  hours  of 
10;00  a.m.  and  3:00  ]).m.  (Copies  of  the 
filing  also  will  he  iivailahle  for 
insjiection  and  cojiying  at  the  principal 
office  of  the  Exchange.  All  comments 
received  will  he  po.sted  without  change: 
the  (Commission  does  not  edit  ])ersonal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  jmhlicly.  All  submissions 
should  refer  to  File  Numher  SR-Phlx- 
2013-04  and  should  ht;  submitted  on  or 
before  February  15,  2013. 

For  llu;  (Commission,  l)v  llu;  Division  of 
rr.'uling  and  Markets,  pursuant  lo  delttgaled 
anllioritv.-" 

Kevin  M.  O’Neill, 

Depiitv  Secrelarv. 

U  K  Hoc.  2(n:t-(n4<l2  l•'il(!(l  l-24-i:t:  H:4.'')  am| 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68701;  File  No.  SR-FINRA- 
2013-006] 

Self-Regulatory  Organizations; 

Financial  Industry  Regulatory 
Authority,  Inc.;  Notice  of  Filing  and 
Immediate  Effectiveness  of  a  Proposed 
Rule  Change  Relating  to  FINRA  Rule 
4530  (Reporting  Requirements) 

laniiarv  18.  2013. 

Pursuant  to  Section  19(h)(1)  of  the 
Securiti(;s  Exchange  Act  of  1934 
(“Act")  '  and  Rule  19h-4  thereunder,- 
notice  is  hereby  given  that  on  January 
14,  2013,  Financial  Industry  Regulatory 
Authority,  luc.  (“FINRA”)  filed  with  the 
Securities  and  Exchange  (Commission 
(“SEC”  or  “Commission”)  the  j)roposed 
rule  change  as  described  in  Items  I,  11 
and  111  heiow,  which  Items  have  been 
l)repared  by  FINRA.  FINRA  has 
designated  the  proposed  rule  change  as 
constituting  a  “non-controversial”  rule 
change  under  ])aragraph  (0(0)  of  Rule 
19h-4  iiiuler  the  Act,"  which  renders 
tlu;  ])roj)osal  effective  upon  receijrt  of 
this  filing  by  the  (Commi.ssion.  The 
(Commi.ssion  i.s  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  j)er.son.s. 

I.  Self-Regulatory  Organizalitm’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  (Change 

FINRA  is  pro])t)sing  to  amend  FINRA 
Rule  4530  (Re])orling  Retjuirements)  to: 
(1)  Provide  an  exception  from  the  rule 
for  information  disclosed  on  the  Form 
114  (Uniform  A])plication  for  Securities 
Industry  Registration  or  Transfer);  (2) 
enahh;  memh(;r.s  to  file  required 
documents  with  FINRA  online;  and  (3) 
provide  an  exception  from  the  rule  for 
findings  and  actions  by  FINRA. 

The  text  of  the  propo.sed  rule  change 
i.s  available  on  FINRA’s  Web  site  at 
http://\v\v\v.  finra.org,  at  the  ])rincipal 
offict;  of  FINRA  anti  at  the 
(Commi.ssion's  Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  (Commission, 
FINRA  included  statements  t:oncerning 
the  ])urpo.se  of  and  basis  for  the 
propo.sed  rule  change  and  discussed  any 
comments  it  r(;ceived  on  the  pro])o.sed 
rule  change.  The  text  of  these  statements 
may  he  examined  at  the  places  s])ecified 
in  Item  IV  h(;low.  FINRA  has  j)repared 


'  U)  U..S.C,  78s(l))(1). 

"  17  CFR  24().ial)-4. 

'  17  CI  K  24().l!ll)-4(n((i). 


BILLING  CODE  8011-01-P 

nulling.  Inidi!  nt  llii;  Kxdiiiiigii's  (liss(!ininiiU!!l  hid  or 
oilor  up  to  its  dissoininnlod  size,  it  cuintrncis  still 
ronniin  tiiioxoculcd  idlor  roiiliiig.  tlioy  iiro  poslod  on 
IIk!  IxMik.  OiiciMin  till!  hook,  should  tho  ordor 
suhs(H|U(!ntlv  Im!  l(M:kod  or  crossod  hv  unollior 
iiiiirkol  (xuilor.  llu;  I’hlx  XI.  II  svsiom  will  not  roulo 
llu!  ordor  lo  llio  l(H:king  or  crossing  nuirkol  conicr. 

with  soiiiit  oxixiptions  nolod  in  Kiilo  l(IK(l{in).  _ 

'■’1.5  II..S.(:.  7Hs(h)(:i)(A)(ii).  17  CI  K  2()().;U)-:i(ii)(  12). 
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suininaries,  set  forth  in  sections  A,  B, 
and  (1  l)elo\v,  of  the  most  significant 
aspects  of  such  .statements. 

A.  SHlf-Bfi^iildiorv  Organization’s 
Stat(}n}an1  oftha  Purposa  of,  and 
Slatntorv  Basis  for.  the  Proposed  Buie 
Ohant>e 

1.  Purpose 

IdNRA  Rule  4.530,  which  became 
effective  on  July  1,  201 1.-^  rcupiires 
memhers  to  report  to  FINRA  sjjcicified 
events  (e.g..  findings  l)y  a  regulatory 
l)ody)  and  (juarterly  statistical  and 
summary  information  regarding  written 
customer  comjjlaints.'’ 

FxcejJtion  for  Information  Di.sclo.sed  on 
the  Form  U4 

FINRA  Rule  4530(e)  currently 
provides  that  a  firm  is  not  recjuired  to 
report  a  specified  event  under  tin;  nde 
if  it  reports  that  event  on  the  Form  1)5 
(Uniform  Termination  Notice  for 
.Securities  Industry  Registration), 
consistent  with  the  nupiirements  of  that 
form.'*  This  })rovision  is  intended  to 
eliminate  du])licative  rejmrting  of 
information  disclosed  on  the  Form  1)5. 
FINRA  ])ro])oses  to  provide  a  similar 
exception  for  certain  sj)ecified  events 
reported  on  the  Form  1)4.  The  process 
applicable  under  the  |)ro])osed  Form  1)4 
exception  will,  however,  h(;  slightly 
different,  in  part  hecan.se  of  difierenc(xs 
in  the  reijorling  criteria  between  Form 
1)4  and  FINRA  Rule  4530  events.^ 

Under  the  Form  114  exception 
process,  a  member  will  he  retpiired  to 
affirmatively  recpiest  thrt)ugh 
functionality  on  the  Central  Registration 
Depository  (CRD''  sy.stem)  that  the  data 
reported  on  a  Form  114  Disclosure 
Reporting  Page  (DRP)  also  be  applied  to 
satisfy  its  corresponding  FINRA  Rule 


■<  ri.NR.V  Rule  4.-.;U)  nijil.-icod  N.X.Sl)  Rule  :«)7() 
(Reporting  Re(|uirenienls)  and  tlie  corr(!S))onding 
provi.sions  in  ln«)r|)orated  NY.SK  Rule  S.")! 
(Reporting  Requirements).  .S'l'o  lin^iiltiloix  Xolica 
ll-Oli  (Fel)ruarv  2t)l  1). 

'■Tin:  spetdiied  events  and  customer  com|)laint 
iiddrination  must  be  el(!C.tronic:aliy  reported  to 
1‘INRA  via  an  application  on  FINRA's  Firm 
Oatewav.  .S’ee  Itcgulciloi  v  .Vo/icc  1  t-lt)  (March 
21)1 1). 

'■'riiis  exc(!ption  does  not  extemi  to  the  reporting 
ol  (ptarterly  statistical  and  summary  customiT 
complaint  inlormation  under  the  rule. 

^  F’or  exam|)l(!,  a  registered  person's  Form  1)4 
must  h(!  amended  to  rejiort  pending  arbitration 
claims  initiated  hv  a  customer  where  the  registi^nul 
pttrson  is  tin;  subject  of  such  a  claim,  the  customer 
alhiges  .sales  practit:(!  violations,  and  the  customer 
claims  damages  in  the  amount  of  .S.a.l)t)t)  or  more. 

A  memhe^r  must  report  such  a  matter  promptly  (in 
general,  not  later  than  21)  days  alter  the  member  is 
S(!rv(!d  with  the  customer  claim)  and  hetori;  the 
claim  has  a  final  disposition.  In  contrast.  FINRA 
Rule  4,52l)(a)(1)((;)  re(|uii'es  the  nqrorting  of  such 
matters  only  whim  there  has  been  a  final 
disposition  that  results  in  an  award  ora  settlement 
for  an  amount  exceeding  .Sl.'j.Otlt). 


4530  roportiiig  obligation.  Sjiocifically, 
FINRA  propo.so.s  to  onahlo  filor.s  to 
dosignato  through  tho  uso  of  chockhoxos 
in  tho  CRD  .sy.stoiu  that  the  data  roportod 
on  certain  Form  1)4  DRPs  also  ho 
applied  to  siitisfy  the  corresiionding 
recpiirement  under  FINRA  Rule 
4530(ii)(l)."  FINRA  expects  that  this 
affirmative  designation  by  the  memher 
will  facilitate  the  .staffs  review  process 
by  allowing  the  .staff  to  continue  to 
identify,  categorize  and  review  Rule 
MNRA  4530  reportable  events  in  a 
timely  fashion  and  reduce  the  number 
of  .staff  iiupiiries  to  the  memher  to 
confirm  or  clarify  the  firm’s  intention. 
FINRA  iirojioses  to  enable  firms  to 
designate  that  data  on  the  following 
Form  1)4  DRPs  he  apjilied  to  satisfy  the 
apjilicahle  FINRA  Rule  4530(a)(1) 
events;  (1)  Criminal;  (2)  Regulatory 
Action;  (3)  Civil  Juilh:ial:  and  (4) 
Customer  Complaint/Arhitration/Civil 
Litigation. 

The  jjropo.sed  rule  change  will  he 
effected  through  functionality  in  the 
CRD  system;  FINRA  is  not  proposing 
changes  to  the  Form  1)4.  Moreover, 
firms  can  continue  to  report  an  event  via 
the  FINRA  Rule  4530  application  on  the 
Firm  Cateway.  Finally,  similar  to  the 
Form  1)5  exception,  the  pro])osed  f’erm 
1)4  ex(;e])tion  will  not  extend  to  the 
rej)orting  of  (juarterly  .stati.stical  and 
snmmarv  customer  comj)laiut 
information  ])ursuant  to  FINRA  Rule 
4530(d). 

Availability  of  (Inline  Filings 

FINRA  Rule  4530(11  reejuires  firms  to 
|)rom|)tly  file  with  FINRA  coj)ies  of 
certain  criminal  actions,  civil 
comjilaints  and  arbitration  claims." 
Firms  have  the  oj)tion  of  filing  the 
reejuired  documents  either 
electronically  (as  a  .scanned  email 
attachment  or  scanned  and  saved  on  a 
disk)  or  in  paj)er  form.  Currently,  firms 
do  not  have  the  oj)tion  of  filing  these 
documents  with  FINRA  online.  FINRA 
j)roj)ose.s  to  amend  FINRA  Rule  4530  to 
give  memhers  the  option  of  filing  the 
I'equired  doenments  online  via  FlNRA’s 


"  FINRA  Rul(;s4.'>:!()(a)(l)(A)  llu'ough  (H).  whidi 
iiddruss  tho  i'(q)()i'tiug  ol  rogidalorv.  criuiiual  and 
civil  action.s.  in  gonoral.  coniispoud  with 
inloriuation  disclo.sod  on  Iho  l■’o^nl  114.  Thoi'o  is  no 
coiT(!spouding  provision  on  Iho  l■'oI■ln  114  lor  inallors 
loporlahlo  undor  F'lNRA  Rulo  4.s:i()(a)(2) 
(disciplinarv  actions  lakon  hv  a  iiKunhor  against  an 
as.socialiul  p(!rson)  or  FINRA  Ruli;  4.'>:}(l(h)  (a 
inoinhor's  intornal  conclusions  ot  violations). 

■'FINRA  Rulo  4.'i:t()  providos  au  oxetiptiou  lor  anv 
arbitration  claim  that  is  originally  lllod  in  Iho 
FI.NRA  Oispulo  Rosoliition  loruin  and  lorlhoso 
docuiiKuils  that  have  alroady  boon  rorpujstod  by 
l''INRA's  Riigistralion  and  Oisclosuro  (RAD)  stall, 
lii'ovidod  that  Iho  firm  producos  Ihoso  roriuostrul 
documonts  to  RAD  stall  within  ill)  days  allor  rocinpl 
of  such  rocpiost. 


Firm  (Gateway. This  will  jjrovide  firms 
an  online  |)latform  to  .satisfy  both  their 
rejjorting  and  filing  obligations  under 
FINRA  Rule  4530.  The  documents  will 
he  automatically  ujiloaded  in  an 
existing  centralized  I'dNRA  dataha.se. 
This  change  has  the  jjotential  to  reduce 
the  burden  on  those  firms  that  j)refer  to 
file  documents  electronically  while  akso 
jnoviding  firms  and  FINRA  with  a  more 
efficient  audit  trail  and  saving  FINRA 
staff  time  currently  .sj)ent  ujiloading 
documents  to  the  centralized  dataha.se. 

However,  firms  that  choose  to  file 
their  documents  electronicallv  using  the 
Firm  Cateway  will  he  required  to 
jfrovide  limited  summary  information 
regarding  the  documents."  such  as  the 
name  and  telej)hone  number  of  the 
contact  jjerson  and  the  name  of  the 
comjjlainant  or  j)laintiff.  The  required 
summarv  information  will  akso 
automatically  |)0|)ulate  the  centralized 
dataha.se.  This  will  allow  FINRA  staff  to 
retrieve  and  tmalyze  information 
contained  in  the.se  submissions  from  a 
(;on.solidated  source,  r’lirther,  hectmse 
the  summarv  information  will 
automati(;ally  j)oj)ulate  the  centralized 
datahcise,  FIIMRA  staff  will  not  have  to 
se|)arately  enter  such  inforimition  into 
the  dataha.se,  which  will  inqjrove  the 
efficienev  of  the  review  |)ro(;e.ss. 

In  conjunction  with  the  |)ro]K)sed  rule 
change.  FINRA  j)ro])o,se.s  to  create  a  new 
form,  which  will  he  available  through 
the  Firm  Cateway. Memhers  that 
choo.se  to  file  their  documents  online 
will  he  reejuired  to  coinjilete  the 
mandatory  fields  on  the  new  online 
form  and  attach  to  the  form  a  .scanned 
coj)y  of  the  required  documents,  in  a 
format  su(;h  as  Adobe  PDF. 

Finns  will  continue  to  have  the 
oj)tion  of  filing  the  documents  retjuired 
under  FINRA  Rule  4530(f)  via  mail  or 
email.  In  addition,  the  requirement  to 
|)rovide  limited  summarv  information 
regarding  the  documents  only  ajqjlies  to 
firms  that  choose  to  file  the  documents 
with  FINRA  online  using  the  new  form; 
the  requirement  does  not  aj)])ly  to  firms 
that  use  other  jjermi.ssihle  ehrctronic 
means  (e.g..  email)  to  file  the  do{;ument.s 
with  FINRA.'" 


‘".SVv  iiroposcul  I’lNR.X  Riih;  4.'):t()(g). 

' '  Sue  su/mi  nolv  10. 

'-A  (:()|)y  (itlh(!  propo.svd  oiiliiK!  fonn.  iDchicling 
(ixplaiiation.s  of  citrlciin  fufids  on  tin;  I'onn.  is 
attachod  as  Fxhihit  ;i.  Tlu!  Ooininission  not(!s  that 
Fxhihil  ;<  is  allacInHl  to  Iho  filing,  not  to  this  Notio;. 

' '  I'lNRA  is  not  jiroposing  to  i'(M|niro  linns  that 
(ISO  olln^r  poiinissihio  oloclronic  moans  to  lllo  Iho 
doenmonis  with  FINRA  to  provido  Iho  summarv 
inlormation.  hocanso  tho  Innctionalitv  to 
pi  oj)opidalo  tho  oontrali/od  dalaha.so  with  such 
inlormation  is  limitod  to  onlini!  filings. 
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Exception  tor  FINRA  Findings  and 
Actions 

FINRA  Rule  453()(a)(l)(A)  requires  a 
ineinberto  report  external  findings 
nigarding  the  member  or  an  associated 
person.  FINRA  Rules  453()(a)(1){(^)  and 
(D)  retjuire  a  member  to  nqjort 
regulatory  actions  against  the  member  or 
an  associated  person.  FINRA  Rules 
4.530(a)(1)(A).  (C',)  and  (D)  do  not 
ex|)ressly  exclude  findings  and  actions 
by  FINRA.  However,  since  FINRA  .staff 
has  access  to  such  information  through 
an  enterprise-wide  solution.  FINRA 
jHoposes  to  add  Su])j)lementarv 
Material  .10  to  FINRA  Rule  4530  to 
jjrovide  that,  for  purposes  of  FINRA 
Rules  4530(a)(1)(A),  (C)  and  (D)  only, 
members  are  not  recjuired  to  report 
findings  and  actions  by  I’lNRA.  This 
exception  is.  in  general,  consistent  with 
the  excejUion  under  F’lNRA  Rule  4530(f) 
for  arbitration  claims  filed  in  the  FINRA 
Dispute  Re.solution  forum. 

FINRA  has  filed  the  i)ro])osed  rule 
change  for  immediate  effect i\'eness. 
FINRA  will  announce  the 
implementation  date  of  the  ])roposed 
rule  change  in  a  /Jegu/o/on'  A'o/fce  to  he 
published  no  later  than  00  days 
following  th(!  date  of  filing.  The 
imj)lementation  date  will  he  no  later 
than  180  days  after  the  date  of  filing. 

2.  Statutorv  basis 

FINRA  believes  that  the  pro])osed  rule 
change  is  consi.stent  with  the  provisions 
of  Section  15A(h)(0)  of  the  Act,''*  which 
nupiires.  among  other  things,  that 
MNRA  rules  must  he  designed  to 
])revent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
ecjuitahle  j)rincij)les  of  trade,  and,  in 
general,  to  protect  investors  and  the 
public  interest.  FdNR.A  helienes  that  the 
propo.sed  rule  change  will  further  these 
purposes  by  eliminating  unnecessary 
duplicative  reporting  of  information  to 
FINRA  and  providing  firms  with  the 
option  to  file  documents  required  under 
FINRA  Rule  4530  online.  FINRA 
Ixdieves  that  the  proj)o.sed  rule  change 
will  serve  to  reduce  potential  burdens 
im|)osed  by  the  rule  without 
compromising  the  regulatory 
information  available  to  FINRA. 

B.  Sf^If-Begiilatory  ()r<’anizat ion’s 
Siotonient  on  Bnrdon  on  Coinpotition 

FINRA  does  not  Ixdieve  that  the 
|)roj)o.s(!d  ride  change  will  result  in  anv 
burden  on  competition  that  is  not 
nece.ssarv  or  approjiriate  in  furtherance 
of  the  purpo.ses  of  the  Act. 

'File  proposed  amendment  to  F’lNRA 
Rule  453()(e)  to  provide  an  excejition  for 
information  disclosed  on  the  Form  U4 


u;  78f>-:i(l))((i). 


will  eliminate  the  burden  on  firms  of 
having  to  rejiort  the  same  event  twice. 
While  firms  will  he  reiiuired  to 
affirmatively  reijuest  that  the  data 
rejjorted  on  a  F’orm  1)4  he  apjilied  to 
satisfy  a  corresponding  F’lNRA  Rule 
4530  rejiorting  obligation,  F’lNRA 
believes  anv  resulting  burden  will  he 
less  than  the  current  burden  of 
sejiarately  rejiorting  an  event  via  the 
F’lNRA  Rule  4530  application.  In 
addition,  as  noted  above.  F’lNRA  expects 
the  affirmative  designation  re(]uirement 
to  facilitate  the  staff's  review  process 
and  reduce  the  need  for  follow-uj) 
communications  with  firms. 

The  ju'oposed  change  to  FINRA  Rule 
4530(g)  to  provide  firms  the  option  of 
filing  required  documents  online  will 
not  im])act  or  burden  firms  that  wi.sh  to 
continue  filing  the  reipiired  documents 
via  mail  or  email.  With  respet;t  to  those 
firms  that  choose  to  file  the  required 
documents  online.  F’lNRA  believes  that 
the  burden  on  them  will  he  negligible 
for  the  following  reasons.  All  memhers 
have  an  exi.sting  obligation  to  have 
online  access  to  FINRA,  including  a 
user  ID  and  password,  for  purposes  of 
other  regulatory  filings.''’  In  addition, 
with  resj)ec:t  to  the  requirement  to  attach 
to  the  online  form  a  .scanned  copy  of  the 
reiiuired  documents,  F’lNRA  hidieves 
that  the  reciuirement  does  not  create  an 
unreasonable  burden  for  memhers  given 
the  widespread  use  of  scanning 
technology,  such  as  PDF’.  F’urther,  the 
projiosed  rule  change  will  require  that 
they  provide  limited  summary 
information  regarding  the  documents. 
However.  F’lNRA  believes  that  any 
administrative  burden  imposed  uj)on 
such  memhers  by  this  requirement 
would  he  outweighed  by  the  benefit  to 
FINRA’s  regulatory  jirogram  in  allowing 
the  staff  to  retrieve  and  analyze 
information  contained  in  the.se 
submissions  from  a  con.solidated  source 
that  is  prepopulated  by  the  firms’ 
submissions. 

Moreover,  F’lNRA  does  not  believe 
that  the  propo.sed  change  to  F’lNRA  Rule 
453()(g)  places  memhers  that  cannot 
submit  their  documents  electronically 
because  they  lack  scanning  technology 
at  a  disadvantage  to  those  memhers  that 
have  the  capability  to  do  so.  As  noted 
above,  memhers  that  cannot  submit 
their  documents  electronically  can 
continue  to  submit  their  documents  via 
mail  without  any  internqition  to  their 
existing  jirocesses.  In  addition,  while 
such  memhers  will  not  have  the  benefit 
of  tracking  their  submissions 
electronically,  they  can  u.se  non- 


I''INRA  Rulo  11)10  (Rlciclronic  Filing 
R(!(|iiin!m(mts  lor  Unitorin  Forms). 


electronic  means,  such  a  return  receipt, 
for  tracking  purposes. 

F’inally,  the  addition  of 
Supplementary  Material  .10  to  FINRA 
Rule  4530  eliminates  the  burden  on 
firms  of  having  to  report  findings  and 
actions  hv  FINRA  for  inu'iioses  of 
F’lNRA  Rules  4530(a)(1)(A).  (C)  and  (D). 
F’lNRA  staff  will  continue  to  have  access 
to  such  information  through  an 
enterprise-wide  solution. 

C.  Solf-Bognlalory  Ovyanmiiion's 
Stotoinont  on  (ionnnonts  on  tho 
Proposed  Hide  (Jhange  Received  From 
Memhers,  Pnrticiponts,  or  Others 

Written  comments  were  neither 
.solicited  nor  received. 

III.  Date  of  Ell'ectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
(Commission  Action 

Because  the  foregoing  projiosed  rule 
change  does  not:  (i)  Significantly  affect 
the  protection  of  inve.stors  or  the  jnihlic 
interest;  (ii)  impose  any  significant 
burden  on  competition;  and  (iii)  become 
oiierative  for  30  days  from  the  date  on 
which  it  was  filed,  or  such  shorter  time 
as  the  Commission  may  designate,  it  has 
become  effective  jmrsuant  to  Section 
10(h)(3)(A)  of  the  Act  "*  and  Rule  lOl)- 
4(0(0)  thereunder. 

At  any  time  within  00  days  of  the 
filing  of  the  jiroposed  rule  change,  the 
(Commi.ssion  summarily  may 
tenqiorarily  suspend  such  rule  change  if 
it  ap])ears  to  the  Commission  that  such 
action  is  nece.ssarv  or  ajqiropriate  in  the 
public  interest,  for  the  jirotection  of 
investors,  or  otherwise  in  furtherance  of 
the  jnirposes  of  the  Act.  If  the 
Commission  takes  such  action,  the 
Commi.ssion  shall  institute  jiroceedings 
to  determine  whether  the  propo.sed  rule 
should  he  approved  or  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  he  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://\v\v\v.sec.gov/ 
rides/sro.shtml) ;  or 

•  Send  an  email  to  rnle- 
comments@sec.gov.  Please  include  F’ile 


"•  i.s  u..s.(:.  78s(l))(:i)(A). 

'■  17  (;i''R  240.  lf)l)-4(r)(()).  In  ndililion.  Ruin  lOl)- 
4(l)((i)  ruquiios  u  snll-rogiiliitorv  (irganiziition  to  give 
till!  Coniniission  ivrilton  nolico  ol' its  inlonl  lo  lilo 
llu!  propo.sod  l  ull!  chiuigi!  ill  luasi  llvn  liusinoss  days 
prior  lo  llio  data  ol  filing  ol  thii  pro|)osi!d  rulii 
i-.hiingo.  or  sucli  shorliir  tinu!  as  dosignaliid  liy  tlio 
Coininission.  I’lNRA  has  salisliod  this  rwiuiroiminl. 
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Number  SR-F1NRA-2()1 3-008  on  the 
sul)je(:t  line. 

Paper  (Jomments 

•  Send  ])a])er  comments  in  triplicate 
to  Rlizabeth  M.  Murphy,  Secretary, 
Securities  ami  Exchange  Ciommission, 

100  F  Strecit  Nl‘i..  Washington,  DC 
20.540-1090. 

All  submissions  should  reler  to  File 
Number  SR-FlNRA-2013-00().  This  file 
number  should  he  included  on  the 
subject  line  if  email  is  used.  To  hel])  the 
Commi.ssion  proc:ess  and  review  your 
comments  more  efficiently,  please  u.se 
only  one  method.  The  (Commission  will 
post  all  comments  on  the  (Commission’s 
Internet  Web  site  (h1t])://\\'\\’\\'.se(:.‘>ov/ 
riilas/sro.slilnil).  Co])ies  of  the 
submission,  all  suhseciuent 
amendments,  all  written  statements 
with  respect  to  the  pro])osed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
jnopo.sed  rule  change  between  the 
(Commi.ssion  and  any  person,  other  than 
tho.se  that  may  he  withheld  from  tin; 
puhlic  in  accordance  with  the 
jnovisions  of  5  l)..S.(C.  552.  will  he 
available  for  Web  site  viewing  and 
])rinting  in  the  (Commission’s  Puhlic 
Reference  Room,  100  F  Street  NE., 
Washington,  D(C  20549,  on  official 
business  days  between  the  hours  of 
10:00  a.m.  and  3:00  p.m.  (Co])ie.s  of  such 
filing  al.so  will  he  available  for 
insj)ection  and  copying  at  the  principal 
office  of  FINRA.  All  comments  received 
will  he  posted  without  change;  the 
(Commission  does  not  edit  personal 
identifying  information  from 
.suhmi.ssions.  You  should  submit  onlv 
information  that  you  wish  to  make 
available  jjuhlicly.  All  submissions 
.should  refer  to  File  Numher  SR-FINRA- 
2013-000  and  should  he  submitted  on 
or  before  February  15,  2013. 

I’or  the  (Conimission.  by  the  Division  of 
I’rading  and  Markets.  ])iirsuanl  to  (hdcigatiul 
antliority.  "* 

Kevin  M.  O’Neill, 

Di'piily  Sccivttiry. 

|I'K  Ooe.  :i()i:{-()14i).'j  F’iliul  l-24-i:};  »:4.')  ami 
BILLING  CODE  8011-01-P 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68695;  File  No.  SR-CBOE- 
2013-004] 

Self-Regulatory  Organizations; 

Chicago  Board  Options  Exchange, 
Incorporated;  Notice  of  Filing  and 
Immediate  Effectiveness  of  a  Proposed 
Rule  Change  To  Amend  the  Fees 
Schedule 

lannary  IFF,  2013. 

Pursuant  to  Suction  19(h)(1)  of  thu 
Sucnritius  Exchange  Act  of  1934  (thu 
“Act"),'  and  Rule  19h-4  thuruundur.^ 
notice  is  hereby  given  that  on  January  7. 
2013,  (Chicago  Board  Options  Exchange. 
Incorporated  (the  “Exchange”  or 
“CB()E”)  filed  with  the  Securities  and 
Exchange  (Commission  (the 
“Commission”  or  “.SEC”)  the  proposed 
rule  change  as  descrihed  in  Items  1,  II, 
and  111  helow,  which  Items  have  been 
prtFpared  by  tin;  Exchange.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  propo.sed  rule 
change  from  interestiul  ])er.sons. 

I.  Self-Regulatory  Organization’s 
.Statement  of  the  Terms  of  the  Substance 
of  the  Pro|iosed  Rule  (Change 

The  Exchange  piopo.ses  to  .iinend  its 
Fees  .Schedule,  fhe  text  of  the  proposed 
rule  change  is  available  on  the 
Exchange’s  Web  site  (htlp://\v\v\v.cho(!. 
com/About('JK)E/(jB()Eljey,alRegulatovv 
Hoiue.aspx],  at  the  Exchange’s  Office  of 
the  .Secietaiy,  and  at  the  Commission. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(Change 

In  its  filing  with  the  Commi.ssion.  the 
Exchange  included  statements 
concerning  the  purpose  of  and  basis  for 
the  pi'ojFo.sed  rule  change  and  discussed 
any  comments  it  received  on  the 
pro])o.setl  ride  change.  The  text  of  these 
statements  may  he  examined  at  the 
places  specified  in  Item  IV  helow.  The 
Exchange  has  prepared  summaries,  set 
forth  in  sections  A,  B,  and  C  helow,  of 
the  most  significant  asjiects  of  such 
statements. 

A.  Self-Hagulatorv  Organization's 
Statement  of  the  Parpose  of,  and 
Statutory  Basis  for,  the  Proposed  Bale 
Change 

1 .  Purpo.se 

The  Exchange  jiroposes  to  amend  its 
Fees  .Schedule.  .S])ecificallv,  the 
Exchange  proposes  to  amend  its  Volume 
Incentive  Program  (“VIP”),  thiough 
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which  the  Exchange  credits  each 
Trading  Permit  Holder  (“TPH”)  the  per 
contract  amount  resulting  from  each 
puhlic  cu.stomer  (“C”  origin  code)  order 
transmitted  by  that  TPH  which  is 
executed  electronically  on  the  Exchange 
in  all  multiply-li.sted  option  classes 
(excluding  Qualified  ("ontingent  Oo.ss 
(“Q(iC”)  trades  and  executions  related 
to  contiacts  that  are  routed  to  one  or 
more  exchanges  in  connection  with  the 
Options  Older  Protection  and  Locked/ 
Oros.sed  Market  Plan  referenced  in  Rule 
().8()),  provided  the  Trading  Permit 
Holder  meets  certain  volume  thresholds 
in  a  month.  First,  the  Exchange 
propo.ses  to  i:hange  the  different  fee  tier 
thresholds  in  the  VIP  from  nominal 
cu.stomer  contracts  per  day  thresholds 
(i.e.  contracts  25(),()()1-37.5.0()0 
customer  contracts  per  day  (“(iPD”))  to 
a  relative  contracts  per  month  threshold 
structure  (i.e.  2.25%-3.5()%  of  total 
national  cu.stomer  volume  in  multijily- 
listed  ojitions  monthly),  doing  forward, 
(lualification  for  the  different  fee  rates  at 
different  tiers  in  the  VIP  will  he  based 
on  a  TPH’s  percentage  of  national 
customer  volume  in  multijily-li.sted 
options  monthly,  and  the  heading  for 
the  different  percentage  tiers  will  he 
Percentage  Thresholds  of  National 
dustomer  Volume  in  Multiplv-Listed 
()])lions  (dasses  (Monthly).  *  The 
purpo.se  of  the  change  to  move  away 
from  basing  the  fee  tiers  on  a  TPH’s 
nominal  cu.stomer  contracts  per  day  to 
a  TPH’s  relative  contracts  per  month  (as 
a  pei'centage  of  tot;il  national  cu.stomer 
volume  in  mnltijily-listed  options)  is  to 
conti  ol  and  account  for  changes  in 
national  indu.stry-wide  cu.stomer 
multiply-listed  ojitions  volume, 
dorresjionding  to  this  change,  the 
Exchange  also  inojioses  to  amend  the 
.sef:tion  of  the  “Notes”  on  the  VIP  table 
to  state  that,  in  the  event  of  a  dBOE 
.System  outage  or  other  inteiruption  of 
electronic  trading  on  (A3()E,  the 
Exchange  will  ailjust  the  national 
cu.stomer  volume  in  multiplv-listed 
options  for  the  liuration  of  the  outage.-* 


■*'l1ii!  IFxcFian^c!  usos  contraci  sidas.  lalhar  Ilian 
cnnlracts.  In  calculata  Ilia  (taiioiiiinalor  lor  Ilia 
parcaiilaga  ol  iialioiial  cusloiiiar  volnina.  .Saa  aiiiail 
Iroiii  jail  Dril/..  Assislaiil  Saaralarv.  CIU)!';,  lo 
Kiclianl  llollay.  Assislaiil  Diraclor.  .Sl-X;  Division  of 
Tradiii”  and  Markals.  Ollica  of  Markal  .Sn|iarvision. 
dalad  lanuarv  1 1 . 21)1 

■•Cin'ranllv,  Ilia  ralavani  |iassaj>a  slalas  llial  "In 
Ilia  avani  of  a  CBOf;  .Svslani  onla^a  or  olliar 
inlarrn|)lion  of  alac:lroni(;  Iradiii”  on  CHOi;.  Ilia 
Kxclian^a  will  laka  inlo  acconni.  on  a  pro  rala  basis. 
Ilia  laiifilli  of  lima  of  Ilia  inlarruplion  for  pnr|)osas 
of  calculaling  ilia  coniracis  par  ilav."  llowavar.  Ibis 
acconnliii”  (wliidi  is  curranllv  ralavani  as  f  IfDK  is 
niaasnrin^  (|ualifi(:alion  for  Ilia  VII’  on  a  noiniiiai 
('.usloniar  conirar.ls  iiar  dav  basis)  will  no  lon”ar  ba 
ralavani  nndar  Ilia  projiosad  ralaliva  coiilraals  par 
nionlli  VII’  (|nalili(:alion  slrnclnra. 
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This  means  that,  in  the  event  of  a  CBOE 
System  outage  or  other  interrniition  of 
electronic  trading  on  CBOE,  any 
national  customer  trading  in  multiply- 
listed  options  during  the  outage  will  not 
h(?  counted  towards  the  establishment  of 
a  TBlfs  VlPthreshold. 

The  Exchange  also  pro])oses  to  change 
the  amounts  of  the  credits  in  the  second 
and  fourth  tiers  of  the  VIB.  The  credit 
in  the  second  tier  will  he  increased  from 
.SO. 03  per  contract  to  SO. 07  jier  contract, 
and  the  credit  in  the  fourth  tier  will  he 
decreased  from  $0.20  ])er  contract  to 
.SO. 18  per  contract,  doing  forward,  the 
relative  (percentage)  volume  thre.sholds 
and  credit  amounts  will  be  as  follows: 


Percentage  thresholcJs  of  national 
customer  volume  in  multiply-listed 
options  classes  (monthly) 

Per 

contract 

credit 

0%-0.75%  . 

$0.00 

Above  0.75%-2.25%  . 

0.07 

Above  2.25%-3.50%  . 

0.12 

Above  3.50%-5.00%  . 

0.18 

Above  5.00%  . 

0.05 

The  purpo.se  of  increasing  the  credit 
in  the  .second  tier  and  decreasing  the 
cnidit  in  the  fourth  tier  by  80.02  each  is 
to  rationalize  the  opportunity  to  receive 
a  credit  under  the  VlB  across  a  broader 
set  of  j)artici])ant.s.  Lowering  the  credit 
in  the  fourth  tier  allows  the  Exchange  to 
make  uj)  for  increasing  the  credit  in  the 
.second  tier. 

The  Exchange  also  pro})oses  to  add  to 
the  notes  on  the  VIB  table  an  additional 
credit  of  SO. 10  per  contract,  on  top  of 
other  VIB  credits,  at  every  tier,  for  tin; 
electronic  execution  of  (iach  big  of  a 
customer  comj)lex  order  in  multij)ly- 
listed  options  (the  "{aistomer  Complex 
Cnulit”).  The  purpo.se  of  the  ])ro])ose(l 
Customer  C'.omplex  Credit  is  to  res]3ond 
to  competitive  pricing  .schedules  of 
other  exchanges  that  siiecifically 
attemjjt  to  attract  customer  complex 
order  flow  through  increa.scul  rebates  for 
electronic  complex  customer  orders.'’ 

The  Exchange  also  proposes  to  assess 
an  additional  surcharge  of  .SO. 10  ])er 
contract,  on  top  of  regular  transaction 
fees,  for  the  electronic  execution  of  each 
leg  of  a  com])lex  order  in  multiply-li.sted 
ojjtions  that  executes  against  a  cu.stomer 
com|)lex  order  (the  “Surcharge").  I'he 
.Surcharge  applies  to  all  market 
particijjants  except  customers.  This 
.Surcharge  will  not  b(!  asscissed  to 
individual  leg  markets  that  execute 
against  a  customer  complex  order.  The 
.Surcharge  will  he  described  in  projjo.sed 


.Sisclion  II  ofllu?  .Scliodiilo  dI  l''(!(!S  ol  tlio 
liit(!niiiti(iiuil  .S<!(:uriti((s  Kxchiinso.  LIXI  ("ISK"), 
which  shows  si};niticiint  rclwlos  for  I’riorilv 
Cusloniors  i!xc!c:iilin<^  coinplitx  orders  (coinpiin!  with 
.Si;ction  1.  which  shows  non-coni|)lex  order  fees). 
Tlu!  ISK  is  ail  all-ehxdronic  options  exchanj^e. 


new  footnote  30  to  the  Fees  .Schedule. 

The  purpose  of  the  .Surcharge  is  to  offset 
the  additional  payments  that  will  he 
retiuinHl  by  the  ('.ustoiner  (ioinj^lex 
(Iredit. 

2.  .Stiitutory  Basis 

The  Exchange  believes  the  jiropo.sed 
rule  change  is  consistent  with  the  Act 
and  the  rules  and  regulations 
thereunder  applicable  to  the  Exchange 
and,  in  jiarticular,  the  retiuirtiinents  of 
.Section  0(h)  of  the  Act.'‘  .SjKicifically, 
the  Exchange  believes  the  proposed  rule 
change  is  consistent  with  .Section  0(h)(4) 
of  the  Act.^  which  provides  that 
Exchange  rules  may  provide  for  the 
e(|uital)le  allocation  of  reasonable  dues, 
fees,  and  other  charges  among  its 
Trading  Berinit  Holders  and  other 
))erson.s  using  its  facilities.  The 
Exchange  believes  that  converting  the 
(pialification  for  the  different  fee  tiers  in 
the  VIB  from  measuring  by  a  TBH’s 
nominal  contrac;ts  per  day  to  measuring 
by  the  TBfl’s  ndative  contracts  per 
month  (based  on  the  percentage  of 
national  cu.stomer  volume  in  multijily- 
listed  ojitions  that  the  'I'BH 
electronically  executes)  is  rea.sonahle 
because  it  allows  the  Exchange  to 
control  and  account  for  changes  in 
national  industry-wide  cu.stomer 
multiply-listed  options  volume.  Furtluir, 
it  will  still  allow  'I'BHs  to  receive  a 
credit  for  electronically  executing 
cu.stomer  orders  in  multiply-listed 
o])tions.  just  as  j)rior  to  this  change.  'Fhe 
Exchange  believes  that  the  change  is 
e(|uitahle  and  not  unfairly 
discriminatory  because  it  will  he 
ap])lie(l  to  all  TBHs.  who,  like  before, 
will  he  eligible  to  receive  credits  for 
electronically  executing  customer  orders 
in  multij)ly-listed  ojjtions.  The  change 
merely  .switc:hes  out  the  measuring  stick 
to  use  one  that  accounts  for  changes  in 
industry-wide  volume. 

The  Exchange  believes  that  the 
jjioposed  changes  to  increa.se  the  crculit 
in  the  second  tier  of  the  VIB  and 
decrease  the  credit  in  the  fourth  tier  hv 
.$0.02  each  are  reasonable.  In  the  case  of 
the  increa.se  in  the  credit  for  the  second 
tier,  the  change  will  allow  TBHs  who 
reach  the  p(!rcentage  thre.shold  in  that 
tier  to  receive  an  increased  credit  for 
doing  so.  In  the  case  of  the  decrease  in 
the  credit  for  the  fourth  tier,  the  change 
will  still  allow  TBHs  who  reach  the 
percentage  threshold  in  that  tier  to 
receive  a  credit  (the  highest  credit  of 
any  tier).  These  changes  are  etjuitahle 
and  not  unfairly  di.scriminatorv  because 
they  will  he  ap})lied  to  all  TBHs. 
Moreover,  the  ])urpose  of  these 
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propo.sed  changes  is  to  encourage  the 
.sending  and  electronic  execution  of 
customer  multi])ly-listed  options 
volume  to  the  Exchange.  This  increased 
volume  creates  greater  trading 
o])|)ortunities  that  henidit  all  market 
l)articipants  (including 'FBHs  that  do  not 
reach  the  higher-credit  tiers  in  the  VIB). 
Further,  the  increased  volume  and 
improved  trading  o])])ortunities  will 
provide  such  TBHs  with  a  better 
o])j)ortimity  to  reach  the  higher-credit 
tiers  in  the  VIB. 

The  Exchange  believes  that  the 
])roposed  Customer  Com])lex  Credit  is 
reasonable  because  it  will  allow 
customers  who  electronii:ally  exec:ute 
comj)lex  orders  in  multiply-listed 
o])tions  to  receive  an  extra  $0.10  credit 
for  doing  so.  Limiting  the  Customer 
(x)mi)lex  Credit  to  cu.stoiners  is 
(xpiitahle  and  not  unfairly 
discrindnatory  because  other  market 
])artici])ants  generally  ])refer  to  execute 
their  orders  against  customer  orders, 
and  the  Cu.stomer  Complex  Credit  is 
designed  to  em:ourage  the  sending  and 
electroidc  execution  of  customer 
complex  orders  to  the  Exchange,  which 
will  j)rovide  other  market  partici])ants 
with  more  opjjortunities  to  achicive 
the.se  preferred  executions.  Further, 
while  only  customer  order  flow 
(lualifies  for  the  proposed  (iiKstomer 
(Complex  (iredit  l^rograin,  an  increase  in 
customer  order  flow  will  bring  greatm' 
volume  and  liciuidity,  which  benefit  all 
market  participants  by  i)roviding  more 
trading  o])portunitie.s  and  tighter 
s])rea(is.  limiting  the  Cu.stomer 
Complex  Credit  to  multiply-listed 
oj)tions  is  ecpiitahle  and  not  unfairly 
(liscriminatorv  because  the  Exchange 
has  devoted  a  lot  of  resourc:es  to  develoj) 
its  proprietary  singly-listed  options 
classes,  and  therefore  needs  to  retain 
funds  collected  in  order  to  recouj)  those 
expenditures. 

The  Exchange  also  pro|)oses  limiting 
the  Customer  Com])lex  Credit  to 
(dectronic  orders  l)ec:ause  the  vast 
majority  of 'LBUs  that  tran.smit  customer 
orders  in  multiply-listed  options  to  the 
Exchange  do  so  electronically.  I’he 
Exchange  believes  that  it  is  reasonable 
to  off(;r  a  rebate  only  for  order  entered 
electronically  in  an  attempt  to  attract 
greater  electronic  business  and  c;ompete 
with  other  exchanges  for  such  business. 
Moreover,  the  competitive  jjressures 
from  other  exchanges  in  (dectronic 
orders  and  different  husine.ss  model  for 
electronic  orders  as  ojjjjosed  to  ojkmi 
outcry  orders  leads  the  Exchange  to 
offer  a  rebate  in  order  to  com|)ete  with 
other  exchanges  for  (dectronic  orders. 
The  husiiKiss  models  surrounding 
electronic  orders  and  open  outcry  orders 
are  different,  and  as  such,  the  Exchange 
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offers  different  incentives  to  encourage 
the  entry  of  electronic  and  oj)en  outcry 
orders.  The  Excliange  al.so  lielieves  that 
paying  a  different  credit  for  electronic 
orders  than  it  does  for  open  outcry 
orders  is  ecpiitahle  and  not  unfairly 
discriminatory  hecanse  other  exclianges 
distingnisli  between  delivery  methods 
for  certain  market  partici])ants  and  ])av 
different  rel)ates  de])ending  on  the 
method  of  delivery.  This  tyi)e  of 
distinction  is  not  novel  and  has  long 
existed  within  the  industry.  Further,  the 
Exchange  believes  that  the  offering  of 
the  (histomer  Complex  Credit  will  cause 
an  increase  in  volume.  The  Exchange 
has  expended  considerable  resources  to 
develo])  its  electronic  trading  |)latforms 
and  seeks  to  recoup  the  costs  of  such 
expenditures  through  the  receipt  of  the 
fees  as.sociated  with  such  increa.sed 
volume. 

The  Exchange  believes  that  the 
Surcharge  is  reasonable  becan.se  it  is 
necessary  to  offset  the  jjayments  that 
will  be  made  by  the  Exchange  under  the 
Customer  Complex  Credit.  Further, 
other  exchanges  assess  higher  hies  for 
complex  orders  than  for  non-complex 
ones.”  A])]jlying  the  Surcharge  to  all 
market  participants  except  customers  is 
(Kpntable  and  not  imfairlv 
discriminatory  because  other  market 
jiarticipants  generallv  prefer  to  execute 
their  orders  against  customer  orders.  t3y 
exemiiting  customer  orders,  the 
Surcharge  will  not  di.sconrage  the 
sending  of  customer  orders,  and 
therefore  there  shonld  .still  be  plenty  of 
customer  orders  for  other  market 
])artici])ants  to  trade  with.  Further,  the 
ojitions  indiKstry  has  a  long-standing 
practice  of  assessing  preferable  fee 
slrnctnres  to  customers.  Moreover, 
assessing  the  Surcharge  only  to  comjilex 
orders  that  exec.nte  against  customer 
orders  is  etpiitahle  and  not  unfairly 
discriminatory  because,  as  .stated  above, 
other  market  particijiants  generally 
prefer  to  execute  their  orders  against 
customer  orders,  and  therefore  it  is 
justifiable  for  them  to  be  asse.ssed  a 
premium  for  such  j)referable  executions. 

Limiting  the  Surcharge  to  mnlti])ly- 
listed  options  is  equitable  and  not 
unfairly  disca  iminatory  becan.se  the 
Exchange  has  devoted  a  lot  of  re.sonrces 
to  develo])  its  pro])rietary  singly-listed 
options  classes,  and  therefore  does  not 
desin;  to  risk  di.sconraging  the  trading  of 
such  proprietarv  singlv-li.sted  options 

“.SVt-  LSI-;  .Schuduli!  ol  I''(!(!s.  .Suction  I  (whicli  lists 
rof^iilar  Miik(!r  roliatos  and  l(!(!s  and  Takor  Ions  lor 
.Soloct  .Svinbols)  as  comparod  to  .Soction  II  (which 
lists  complox  order  loos  and  nihatos  lor  .Soliict 
Syinhols).  Market  partici])ants  are  assessed  higher 
leiss  lor  ex(!cuting  complex  orders,  aiul  spiicillcallv 
and  es))eciallv  for  executions  in  complex  orders 
that  exec:ute  against  Priority  (liistomer  orders. 


clas.ses.  The  Exchange  needs  to  retain 
funds  colhicted  from  fees  from 
])roj)rietarv  singly-li.sted  ojjtions 
tran.sactions  in  order  to  recoup  the 
expenditures  as.sociated  with 
developing  such  ])rodncts. 

Limiting  the  Surcharge  to  orders 
entered  electronicallv  is  (uptitahh;  and 
not  unfairly  discriminatory  becan.se  the 
comjietitive  pre.ssnres  from  other 
(ixchanges  in  electronic  orders  and 
different  business  model  for  electronic 
orders  as  opj)o.sed  to  oj)en  outcry  orders 
leads  the  Exchangtj  to  .sometimes  offer  a 
different  fee  .structure  in  order  to 
compete  with  other  exchanges  for 
electronic  orders.  The  busine.ss  models 
snrronnding  electronic  orders  and  open 
outcry  orders  are  different,  and  as  such, 
the  Exchange  offers  different  incentives 
to  encourage  the  entry  of  electronic  and 
open  outcry  orders.  Other  exchanges 
distinguish  between  delivery  methods 
for  certain  market  participants  and  ])ay 
different  rebates  depending  on  the 
method  of  deliverv.  This  tvpe  of 
distinction  is  not  novel  and  has  long 
existed  within  the  industry.  The 
Exchange  al.so  believes  that  assessing 
differtmt  fees  and  rebates  for  (dectronic 
orders  than  it  does  for  o])en  outcry 
orders  is  etpiitable  and  not  unfairly 
discriminatory  because  the  Exchange 
has  ex])ended  considerable  resources  to 
develo])  its  electronic  trading  })latform.s 
and  .seeks  to  reconj)  the  costs  of  such 
ex])enditnres. 

B.  Self-B(^giiI(itoiy  Organiy.dtion’s 
Stdtdindnt  on  Bnidon  on  Coinpotition 

(]B()E  does  not  believe  that  the 
proposed  ride  change  will  imjiose  any 
linrden  on  competition  that  is  not 
necessary  or  aj)])ropriate  in  furtherance 
of  the  purposes  of  the  Act.  The 
Exchange  does  not  believe  that  the 
jjro])o.sed  conversion  of  the  VIP 
thresholds  to  relative  (as  opposed  to 
nominal)  thresholds  and  the  changes  to 
the  j)er-contract  credit  amounts  in  the 
second  and  fourth  tiers  of  the  VIP  will 
imj)o.se  an  unnecessary  burden  on 
intramarket  comi)etition  because  the 
changes  will  aj)])ly  to  all  CBOE  TPHs  (as 
the  VIP  will  still  and  did  jirevionslv 
a])i)ly  to  all  CBOE  TPHs).  The  Exchange 
al.so  does  not  believe  that  such  changes 
will  inqio.se  anv  burden  on  intermarket 
com])etition  that  is  not  necessary  or 
a])])ropriate  in  furtherance  of  the 
purposes  of  the  Act.  To  the  extent  that 
some  of  the  changes  to  the  VIP  may 
attract  greater  trading  volume  to  (330E 
(and  away  from  other  exchanges),  the 
Exchange  notes  that  market  participants 
trading  on  other  exchanges  can  always 
elect  to  become  TPHs  on  CBOE.  Further, 
the  Exchange  exists  in  a  comj)etitive 
market j)lace,  and  to  the  extent  that  these 


j)roposed  changes  make  other  exchanges 
ie.ss  competitive  with  CBOE.  market 
l)artici])ants  trading  on  those  other 
exchanges  can  elect  to  trade  on  CBOE. 

(diOE  does  not  believe  that  the 
adoption  of  the  (]n.stomer  (knnjilex 
(h’edit  will  impo.se  any  burden  on 
intramarket  com])etition  that  is  not 
nece.ssary  or  aj)])ropriate  in  furtherance 
of  the  jini'iioses  of  the  Act.  While  the 
(aistomer  Complex  Credit  onlv  aj)|)lie.s 
to  cn.stomers,  other  market  participants 
generally  prefer  to  execute  their  orders 
against  customer  orders,  and  the 
Caistomer  Complex  (Tedit  is  designed  to 
encourage  the  sending  and  electronic 
execution  of  customer  comjilex  orders 
to  the  Exchange,  which  will  provide 
other  market  participants  with  more 
opportunities  to  achieve  these  jireferred 
executions.  F'nrther,  while  only 
customer  order  flow  qualifies  for  the 
pro])osed  Customer  Complex  Credit 
i’rogram.  an  increase  in  customer  order 
flow  will  bring  greater  volume  and 
licjiiidity,  which  benefit  all  market 
])artici])ants  by  providing  more  trading 
op})ortnnities  and  tighter  sjireads. 
Therefore,  any  })otential  effects  that  the 
adoj)tion  of  the  Cn.stomer  Complex 
CTedit  may  have  on  intramarket 
competition  are  justifiable  due  to  the 
reasons  stated  above.  The  Exchange 
does  not  believe  that  the  ado])tion  of  the 
(aistomer  Complex  (Tedit  will  impo.se 
any  burden  on  intermarket  competition 
that  is  not  necessary  or  approjiriate  in 
furtherance  of  the  j)nr])o.ses  of  the  Act. 
The  Exchange  believes  that  the 
Customer  (knnplex  Credit  will  increase 
competition  with  other  exchanges,  as 
the  jinrpose  of  the  j)ro])o.sed  Cn.stomer 
Com|)lex  Credit  is  to  respond  to 
competitive  pricing  schednles  of  other 
exchanges  that  specifically  attemj)t  to 
attract  cn.stomer  coin])lex  order  flow 
through  increa.sed  rebates  for  electronic 
complex  cn.stomer  orders.”  To  the  extent 
that  the  adoption  of  Customer  Comjilex 
Credit  may  resnlt  in  increased  trading 
volume  on  CBOE  and  lessened  volume 
on  these  other  exchanges,  the  Exchange 
notes  that  market  participants  trading 
on  other  extdianges  can  always  elect  to 
become  TBHs  on  CBOE.  Further,  the 
Exchange  exists  in  a  com])etitive 
marketplace,  and  to  the  extent  that  the.se 
proj)o.sed  changes  make  other  exchanges 
less  competitive  with  (330E.  market 
participants  trading  on  those  other 
exchanges  can  elect  to  trade  on  (330E. 

The  Exchange  does  not  believe  that 
the  ado])tion  of  the  Surcharge  will 
im])ose  anv  burden  on  intramarket 

.Suction  II  of  llio  .Sc:lu!(luli)  of  Fens  of  llio  ISK. 
which  .shows  significant  rohnios  for  I’rioritv 
(hisloinors  oxocnlin”  coinplo.x  orilors  (coinparo  with 
.Section  I.  which  shows  non-coinplox  order  fees). 
The  I.SF  is  an  all-electronic  options  exchan}>e. 
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(:()mp(;titi()n  that  i.s  not  necessary  or 
ajjpropriate  in  furtherance  of  the 
jMiriKKses  of  the  Act.  While  it  (lo(!s  apply 
to  all  market  participants  except  for 
customers,  other  market  j)articipants 
gtmerally  prefer  to  execute  their  orders 
against  customer  ordens.  By  exempting 
custouKii'  orders,  the  .Surcharge  will  not 
discourage  the  sending  of  customer 
orders,  and  therefore  there  should  still 
he  |)lenty  of  customer  orders  for  other 
market  j)articipants  to  trade  with, 
'rlierefori!.  any  j)otential  effects  that  the 
ado])tion  of  the  .Surcharge  may  have  on 
intramarket  competition  are  justifiable. 
Further,  the  options  indu.stry  has  a  long- 
.standing  practice  of  a.ssessing  preferable 
fee  .structures  to  customers.  The 
Fxchange  does  not  believe  that  the 
ado])tion  of  the  .Surcharge  will  impo.se 
any  burden  on  intramarket  Isicj 
competition  that  is  not  neces.sary  or 
appropriate  in  furtherance  of  the 
purpo.ses  of  the  Act.  The  im])osition  of 
the  .Surcharge  (which  is  im])ortant  to 
offset  the  costs  of  the  Customer 
Complex  Credit)  should  not.  by  it.self. 
attract  trading  volume  from  other 
exchanges  (as  it  r(!(|uires  payment  of  a 
surcharge;  for  an  activity  that  did  not 
previously  reepnre  such  ])avment). 
Further,  other  exchanges  as.sess  higher 
fees  for  complex  orders  than  for  non- 
com  j)lex  ones."’ 

The  Fxchange;  also  note;.s  that  it 
e)pe;r<ite;s  in  a  highly-e:e)m])e;titive  marke;t 
in  whie:h  market  ])artie:ipants  e;an 
reaelily  elire;e;t  eereler  fleew  te)  e:e)mpe;ting 
venue;s  if  they  eie;e;m  fe;e  le;ve;l.s  at  a 
j)artie:ular  venue;  to  be  e;xe:e;ssive.  The; 
])re)j)e)seel  rule  ediange  re;ne;e;ts  a 
ce)m|)e;titive  |3rie:ing  struelure;  elesigned 
to  ine:ent  market  participants  te;  elire;e:t 
their  oreler  fle)w  te)  the;  Fxediange,  anel 
the  Exe:hange  be;lieve;s  that  sne;h 
structure  will  help  the  Exchange  remain 
e:ompe;titive;  with  the)se;  fe;e;s  anel  re;bates 
ii.sse;sse;el  by  e)the;r  venue;s. 

C.  Sulf-Regiihitory  Oif’anizdtion’s 
Statfiiiwnt  on  (Joinnionis  on  thn 
Proposed  Ruin  (Jhan^e  Rocoivod  From 
Monihors.  Participants,  or  Others 

I’he  Exeihange;  ne;ither  .se)lie:ite;el  ne)r 
re;e:e;ive;ei  e:e)mme;nts  on  the;  proi)e).se;el 
ride  e;hange;. 


'".SV.T  I.SK  .S(.li(!(liil(!  of  I-’iH!s.  Suction  I  (which  lists 
n!»iihii'  Milker  rehnUis  hikI  loos  iiiid  'I'iiker  loos  lor 
SoUk:!  .Symbols)  iis  r:om|)iiro(l  to  .S(!clioii  11  (which 
lists  complox  ordiir  Iihis  iind  rohiitos  lor  .Soloct 
.Syinhols).  M.irkot  p.irticipiints  .iro  .issossod  hi^hor 
loos  lor  oxocutin}^  c:om|)lox  orders,  iind  spocificiillv 
iind  ospociidiv  Idr  o.xociitions  in  complex  orders 
tliiit  oxocnto  iijiiiinst  I’rioritv  (instomor  orders. 


III.  Date  of  EfTecliveness  eif  the 
Proposed  Rule  Change  and  Timing  fe>r 
(Commission  Action 

The  ft)rt;gt)ing  rule  e.hange  has  bt;t:e)me; 
eflec.tive  pursuiuit  te)  .Se;e:tie)n  19(b)(3)(A) 
e)f  the  At:t  "  anel  ])ar<igraph  (1]  e)f  Rtile; 
19b— 4  the;re;unele;r.  At  any  time;  within 

()0  elavs  of  the;  filing  e)f  the  pre)pe).se;el  rule 
e;hange.  the  Ce)mmissie)n  sununarilv  niiiv 
temponirily  sus])e;nel  sue;h  rule;  ediange  if 
it  ii])pe;ars  to  the;  (Ce)nnni.ssie)n  that  sue:h 
ae;tie)n  is  ne;e;e;ssary  e)r  ap])re)j)riate  in  the; 
publie;  inte;re;st.  for  the;  j)roti;e:tie)n  e)f 
inve;ste)rs.  or  eetherwi.se  in  furthe;rane;e;  e)f 
the  purpe)se;s  e)f  the;  Ae:t. 

IV.  Solicitatiein  of  Comments 

lntere;ste;el  j)e;r.sons  are;  invite;d  te) 
submit  written  elata.  views,  anel 
arguments  e;e)ne:e;rning  the;  fe)re;going. 
inedneling  whether  the  propeeseel  rule; 
e;hange  is  e;onsistent  with  the  Ae:t. 
(Ce)mme;nts  mav  be;  submitteel  bv  anv  e)f 
the  fe)lle)wing  me;the)els; 

Electronic  Ooininents 

•  ll.se;  the;  Ce)mmissie)n’s  lnte;rne;t 
e:e)mme;nt  fe)rm  (http://\\’\\'\v.sec.<’ov/ 
rn les/sro. shtinl)-,  or 

•  .Seaiel  an  e;mail  te)  rale- 
connnents@sec.<>ov.  lMe;ase;  ineduele;  I'dle 
Number  SR-CBOE-2()l  3-004  e)n  the; 
subje;e:t  line. 

Paper  Oonnnents 

•  .Seaiel  ])a])er  e:omme;nts  in  triplie;ate; 
te)  IClizabeth  M.  Murj)hy.  .Seeae;tary. 
.Se;e:uritie;s  anel  Exe:hange;  Commissie)n. 
100  E  .Stre;et  NE..  Washington.  DCC 
20.')49-1090. 

All  submi.ssieens  she)ulel  re;fe;r  to  File; 
Number  .SR-CIK)E-201 3-004.  'I’his  file 
number  shoulel  be;  inedueleel  e)n  the 
subjee;t  line  if  email  i.s  u.seel.  Te)  helj)  the 
Ce)mmis.sie)n  ])re)e:e;.ss  anel  re;view  ye)ur 
e:e)mmenfs  meere  e;ffie:ie;ntly.  ])lea.se  use 
only  one  metheed.  The  Commissie)n  will 
])o.st  all  e:omment.s  e)n  the  (Ceimmissieen's 
Internet  We;b  site  (httj)://\\’i\’i\’.sec.gov/ 
rides/sro.shtinl).  Copies  of  the 
submissie)!!.  all  sub.seejuent 
amenelments.  all  writteai  .statements 
with  re;.spe;e;t  te)  the;  proj)e).seei  rule 
e:hange  that  are;  fileel  with  the; 
(Ce)mmi.ssie)n,  anel  all  written 
e;e)mnumie;atie)n.s  relating  to  the; 
pre)pe)se;el  rule  e:hange;  be;twe;e;n  the 
Ce)mmissie)n  anel  any  pe;r.se)n.  eether  than 
the).se;  that  may  be;  withhelel  freem  the 
publie;  in  ae:e;e)reiane:e  with  the 
|)re)visie)ns  e)f  .I  U..S.C.  .').')2.  will  be; 
available;  leer  Web  site  viewing  anel 
])rinting  in  the;  (Ce)mmissie)n’s  Publie: 
Relerence;  Reeom.  100  F  .Stre;e;t  NE., 
Washington,  DCC  20.549  een  offie:ial 
business  elays  between  the  he)urs  e)f 


"  U)  u..s.(;.  78s(h)(:t)(A). 
'^17(:iR24{).1!)l>-4(l). 


10:00  a.m.  anel  3:00  p.m.  (Ce)pii;s  of  sue;h 
filing  akso  will  be  available  for 
inspe;e:tie)n  anel  e:e)])ying  at  the  prine;ipal 
e)ffie;e;  e)f  the;  Exe;hange;.  All  e;e)mments 
re;e:eive;el  will  be;  j)e)steel  withe)ut  e:hange;; 
the;  (Ceemmission  ele)e;s  ne)t  e;elit  personal 
ielentifying  informatie)))  freem 
submissieens.  Ye)u  sheeulel  submit  e)nly 
infe)rmatie)n  that  ye)u  wish  te)  make; 
;ivailal)le;  publie:lv.  All  submissieens 
she)ulel  refer  to  File  Numbe;r  SR-CBOE- 
2013-004,  anel  shoulel  be  submitte;el  e)n 
e)r  be;fe)re;  l‘'e;bruary  1.5.  2013. 

l-'or  tin;  ('.eiiiniissioii.  l)y  llii;  Ilivision  of 
Tniding  anil  Markets,  pursuant  te)  elelegateel 
aulliorily.' ’ 

Kevin  M.  O’Neill. 

Ii(‘inilv  Serrelarv. 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68699;  File  No.  SR-CBOE- 
2013-003] 

Self-Regulatory  Organizations; 

Chicago  Board  Options  Exchange, 
Incorporated;  Notice  of  Filing  and 
Immediate  Effectiveness  of  a  Proposed 
Rule  Change  To  Amend  the  Fees 
Schedule 

lanuary  18.  2013. 

Pursuant  to  .Se;e;tie)n  19(b)(1)  of  the; 
.Se;e:uritie;s  Exe:hange;  Ae:t  of  1934  (the; 
"Ae:l”),'  anil  Rule;  19b-4  tlu;re;unele;r,^ 
ne)tie:i;  is  lu;re;by  givon  that  on  January  7, 
2013.  Chie:ago  Boarel  0|)tions  Exchange;, 
lnce)rpe)rate;il  (the;  "Exchange;”  or 
“CBOE”)  filed  with  the  .Sei:urities  anel 
Exi:hange  Commission  (the 
“(Commission”)  the  pre)po.se;d  rule 
e;hange  as  ele;.si;ribeel  in  Items  1,  11,  anel 
111  below.  whie:h  Items  have  been 
pre;pari;el  by  the  Exe:hange.  The 
Commission  is  j)ublishing  this  notice  to 
.se)lie:it  comments  on  the;  prope).se;il  rule 
e;hange  from  intere;ste;el  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  the  Substance 
of  the  Propo.setl  Rule  Change 

The;  Exe;hange  prope)se;s  to  amenel  its 
Fe;e;s  .Si;he;elule;.  The;  text  of  the;  propo.seil 
rule  e;hange  is  available  on  the; 
Exe;hange’s  Web  site  (http:// 
w’ww.choe.coin/AhontOROE/ 
OROELegalRegnlatoryHome.aspx),  at 
the;  Exe:hange;'s  ()ffie;e;  of  the  .Sec;retary, 
anel  at  the  Commission. 


"  17(;i-K  2()0.:i()-:i(a)(]2). 
I  15  U..S.(:.  78s(l))(l). 

-  17  Cl-’K  240.1<)l)-4. 
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II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(diange 

111  its  filing  with  the  (’.oinmission,  the 
liixchange  included  .statements 
concerning  the  pnriiose  of  and  basis  for 
the  proposed  ride  change  and  discussed 
any  comments  it  received  on  tlie 
proposed  rule  change.  The  text  of  these 
statements  may  he  examined  at  the 
|)laces  specified  in  Item  IV  below.  The 
Exchange  has  prepared  summaries,  set 
forth  in  sections  A,  B,  and  C  lielow,  of 


the  mo.st  significant  aspects  of  such 
statements. 

A.  Sclf-Iiaguldiorv  Organization’s 
Statainant  of  tin;  Pnrposa  of,  and 
Statntorv  Basis  for,  tin;  Proposad  Bala 
OIninga 

1.  Pur]K).se 

The  Exchange  jirojioses  to  amend  its 
Fees  Schedule.  Specifically,  the 
Exchange  propo.ses  to  adopt  a  new 
Clearing  Trading  Permit  Holder 
Proprietary  VIX  Options  Sliding  Scale 
(the  “VIX  ()])tions  Sliding  Scale”).  The 


VIX  Options  Sliding  Scale  allows  VIX 
volatility  index  ojitions  (“VIX  ojitions”) 
transaction  fees  for  Clearing  Trading 
Permit  Holder  (including  its  Non- 
Trading  Permit  Holder  affiliates) 
|)roprietarv  orders  to  he  reduced 
])rovided  a  Clearing  Trading  Permit 
Holder  (including  its  Non-Trading 
Permit  Holder  affiliates)  reaches  certain 
])roprietarv  VIX  o|)tions  volume 
thresholds  during  a  month.  The 
ja’opo.sed  applicable  transaction  fees  for 
the  different  volume  tiers  on  the  VIX 
Options  Sliding  Scale  are  as  follows: 


Tier 

VIX  Options  contracts  per  month 

T  ransaction 
fee  per 
contract 

1  . 

Contracts  1-250,000  . 

S0.25 

2 . 

Contracts  250,001-500,000  . 

0.15 

3 . 

Contracts  500,001-750,000  . 

0.10 

4  . 

Contracts  750,000+  . 

0.05 

The  VIX  {3])tions  Sliding  Si;ale 
apjilies  to  orders  hearing  the  origin 
codes  “F"-*  and  “L”  h  The  pnrpo.se  of 
the  VIX  0])tions  Sliding  Scale  is  to 
(!nt:onrage  greater  Clearing  'f railing 
Permit  Holder  proprietarv  trading  of 
VIX  options. 

In  conjunction  with  the  ado])tion  of 
the  VIX  Ojitions  Sliding  Scale,  the 
Exchange  jiroiioses  to  amend  footnote 
11  to  its  Fees  .Schedule.  Footnote  11 
jirovides  the  details  regarding  the 
Clearing  Trading  Permit  Holder  Fee  Caji 
in  all  jiroducts  excejit  .SPX.  .SRO.  VIX  or 
other  volatility  indexes.  OEX  or  XEO 
and  the  CBOE  Projirietarv  Products 
.Sliding  .Scale  for  (bearing  Trading 
Permit  Holder  Projirietary  Orders,  both 
of  which  ajijily  to  Clearing  Trading 
Permit  Holder  jirojirietary  orders. 
Becau.se  the  VIX  Ojitions  .Sliding  .Scale 
al.so  ajijilies  to  Clearing  Trading  Permit 
Holder  jirojirietary  orders,  and  because 
many  of  the  details  regarding  the 
Cilearing  Trading  Permit  Holder  Fee  Caji 
in  all  products  excejit  SPX,  SRO,  VIX  or 
other  volatility  indexes.  OEX  or  XEO 
and  the  CBOE  Projirietary  Products 
.Sliding  .Scale  for  Clearing  Trading 


'lli(!  "F"  origin  coilo  i.s  iisiul  IbrOCC  cloariiifi 
nKMiilM!!'  linn  propriotaiA'  account  orders. 

•'rlu!  "I."  origin  code  is  used  Ibrordcns  for  Iho 
account  of  Non-’I'rading  I’tninit  Holder  Affiliates 
(iffectcul  for  the  purpose!  of  hedging  the  propriiitarv 
over-the-coimti!r  trading  of  the  Chsiring  Trading 
l’(!rnnt  llold(!r  or  its  affiliatecs  to  he  aggregat(!d  with 
the  trading  activity  of  the  Clearing  Trading  l’(!rniit 
Holder  for  |)nr|)oses  of  the  Mnitiph  -l.isted  (Iptions 
Fee  Cap  and  CHOl'i  I’roprietarv  I’rodncis  .Slieling 
.Scale  for  Clearing  Trading  permit  Hohhir 
proprietarv  orders:  a  "Non-'lTading  l’(!rmit  Holder 
Affiliate"  is  defined  as  a  KlO'li.  wholly-owned 
affiliate  or  suhsidiarv  of  a  Chiaring  Trading  I’erniit 
Holder  that  is  (i)  registered  as  United  .States  or 
fonngn  hrokiii/dealer  and  (ii)  is  not  itself  a  (ilfOK 
Trailing  Permit  Holder. 


Piinnit  Hiildnr  Pnijiriiitarv  Orders  will 
alsii  ajijily  to  the  VIX  Ojitions  .Sliding 
.Scale,  the  Exchange  jirojioses  to  add  the 
details  regarding  the  VIX  Ojitions 
.Sliding  .Scale  into  footnote  11. 

First,  footnote  11  describes  the 
Clearing  Trading  Permit  Holder  Fee  (iaji 
in  all  jirodncts  excejit  .SPX.  .SRO,  VIX  or 
other  vohitility  indexes,  OEX  or  XEO  tis 
the  “fee  caji”  and  the  (iBOE  Projirietarv 
Products  .Sliding  .Scale  for  Clearing 
Trading  Permit  1  lolder  Projirietary 
Orders  as  the  “sliding  scale”.  In  order 
to  avoid  confusion  that  could  arise  due 
to  the  addition  of  the  VIX  Ojitions 
.Sliding  .Scale,  the  Exchange  jirojioses  to 
define  the  Clearing  Trading  Permit 
Holder  Fee  Caji  in  all  jirodncts  excejit 
SPX,  SRO,  VIX  or  other  volatility 
indexes,  OEX  or  XEO  as  the  “Fee  Caji” 
and  the  CBOE  Projirietary  Products 
.Sliding  .Scale  for  Clearing  Trading 
Permit  Holder  Projirietary  Orders  as  the 
“.Sliding  Scale”.  Any  references  within 
footnote  11  to  the  “fee  caji”  will  now  he 
referred  to  as  the  “Fee  Caji”  and  any 
references  within  footnote  11  to  the 
“sliding  .scale”  will  now  he  referred  to 
as  the  “.Sliding  .Scale”.  The  Clearing 
Trading  Permit  Holder  Projirietary  VIX 
Ojitions  .Sliding  .Scale  i.s  also  defined 
within  footnote  11  as  the  “VIX  Ojitions 
.Sliding  .Scale”  and  any  references  to  the 
(ilearing  Trading  Permit  Holder 
Projirietary  VIX  Ojitions  .Sliding  .Scale 
within  footnote  11  are  referred  to  as  the 
“VIX  Oj^itions  .Sliding  .Scale.” 

Like  the  Fee  C.aji  and  the  .Sliding 
Scale,  the  VIX  Ojitions  .Sliding  Scale 
will  ajijily  to  (i)  Clearing  Trading  Permit 
Holder  jirojirietary  orders  (“F”  origin 
code),  and  (ii)  orders  of  Non-Trading 
Permit  Holder  Affiliates  of  a  Clearing 
Trading  Permit  Holder.  A  “Non-Trading 


Permit  Holder  Affiliate”  would  he 
defined  for  the  jiurjio.ses  of  the  VIX 
Ojitions  Sliding  Scale  the  .same  way  it 
is  defined  for  the  Fee  Caji  and  .Sliding 
.Scale:  A  101)%  wholly-owned  affiliate  or 
sulisidiary  of  a  (bearing  Trading  Permit 
Holder  that  i.s  registered  as  a  United 
.States  or  foreign  broker-dealer  and  that 
is  not  a  CBOE  Trading  Permit  Holder 
(“TPH”).  As  with  the  Fee  Caji  and  the 
.Sliding  .Scale,  only  jirojirietary  orders  of 
the  Non-Trading  Permit  Holder  Affiliate 
(currently,  the  Fees  Schedule  reads  that 
such  orders  have  a  “B”  origin  code,  hut 
such  orders  actnallv  have  an  “L”  origin 
code,  so  the  Exchange  also  jirojio.ses  to 
correct  this  error)  effected  for  jinrjioses 
of  hedging  the  projirietary  over-the- 
counter  trading  of  the  Clearing  Trading 
Permit  Holder  or  its  affiliates  will  he 
included  in  calculating  the  VIX  Ojitions 
.Sliding  .Scale,  and  sncli  orders  must  he 
marked  with  a  code  ajijiroved  by  the 
Exchange  identifying  the  orders  as 
eligible  for  the  VIX  Ojitions  Sliding 
Scale.  As  with  the  Fee  Caji  and  the 
.Sliding  .Scale,  each  Clearing  Trading 
Permit  Holder  is  resjionsilile  for 
notifying  the  TPH  Dejiartment  of  all  of 
its  affiliations  so  that  fees  and  contracts 
of  the  Clearing  'I’rading  Permit  Holder 
and  its  affiliates  may  he  aggregated  for 
jinrjio.ses  of  the  VIX  Ojitions  .Sliding 
.Scale  and  i.s  reejuired  to  certify  the 
affiliate  status  of  any  Non-Trading 
Permit  Holder  Affiliate  who.se  trading 
activity  it  seeks  to  aggregate.  In 
addition,  each  Clearing  Trading  Permit 
Holder  is  reejuired  to  inform  the 
Exchange  immediately  of  any  event  that 
cau.ses  an  entity  to  cease  to  he  an 
affiliate. 

As  with  the  Fee  Caji  and  the  .Sliding 
.Scale,  the  Exchange  will  aggregate  the 


Iocs  Jiiul  tnidiiif-  aclivifv  of  separate 
(.hninnK  Tradiiif.  Pormit  Holders  lor  the 
purposes  of  the  VIX  Options  Sliding 
•Sciile  if  there  is  at  least  75%  common 
ownershij)  between  the  Clearing 
rradinj.  Permit  Holders  as  reflected  on 
eech  aeeriiiK  Tra.liiif.  J'ermit  Holder’s 
•orm  HD  Schedule  A.  As  with  the  Pee 
0.ip  and  the  Sliding  Scale,  a  Clearing 
I  lading  Permit  Holder’s  fees  and 
contracts  executed  pursuant  to  a  CM'I’A 
iigreenient  (i.e..  executed  1)\’  another 
clearing  firm  and  then  transferred  to  the 
(bearing  I'rading  Permit  Holder’s 
™.nt  at  tluKlCC)  are  aggregated  with 
tiu.  (Jearing  1  railing  Permit  Holder’s 
non-(,M'rA  fees  and  contracts  for 
purpo.ses  of  the  YIX  Options  Slidiim 
Scale.  " 

Por  calculating  a  Clearing  'Frading 
eiinit  Holder  s  total  jirojirietarv' 
product  tran.saction  fees.  CHOP  will  n.se 
the  following  meth(.d()h,g^^^  U  using  the 

VIX  Options  Sliding  Scale  jilns  the 
Sliding  Scale  (minus  VIX  options 
voliime)  results  in  lower  total  Clearing 
I  railing  Permit  Holder  proprietary 
transaction  fees  than  just  using  the 

. . . 

VIX  Options  Sliding  Scale  jilns  the 

Sliding  Scale,  and  deduct  the  VIX 

options  vohnne  from  the  Sliding  Scale. 

If  ii.sing  the  VIX  options  Sliding  Scale 

plus  the  Sliding  Scale  (iiiiims  VIX 

options  vohnne)  results  in  higher  total 

C-learing  Trading  Permit  Holder 

proprietary  transaction  fees  than  just 

u.sing  the  Sliding  Scale.  CHOP  will 

epply  only  the  Sliding  Scale  'The 

purjio.se  of  this  methodology  is  to 

jirovide  a  Clearing  'Trading  Permit 

Holder  with  the  most  heneficial  fee 

arranpmient  (the  lowest  fees)  without 

douhle-connting  VIX  options  volume. 

Tor  example,  consider  a  situation  in 

which  iiinnu, nth.,,  Cl, taring  Tia, ling  ] 

I  erinit  Holder  has  (jnalifvin<>  ^ 

proprietary  nmltiplv-listed  options 

volume  of  450.000  contrac.ts.  (inaliH  iim 

proprietary  VIX  options  volmne  of  ‘ 

850.000  contracts,  and  qualifying  [ 

' II  i‘ ooM l'''"Pnetary  products  of 
aOO.OOt)  contracts  (totaling  1  .:t50.000  ■ 

(■ontracts  of  jirojirietarv  jirodiicts).  c 

Ihider  the  Sliding  Scale,  because  the 
(bearing  I  lading  Permit  Holder  has  ^ 

executed  greater  than  (or  equal  to) 

37.5.000  contracts  of  niiilti])ly-li.sted  .-i 

ojitions  vohnne  hut  less  than  1.500  000 
such  contracts,  the  Clearing  Trading  p 

J  erniit  Holder  will  he  a.s.se.s.sed  an  SU1«- 
per-contract  fee  on  the  first  750.000  L 

sr«  oimr,'?(T  (">h'hiig  n, 

■si.i.1,000).  a  S0.0.)-per-contract  fee  on  ,1 

the  next  250.000  proprietary  products  i 

contracts  (totaling  $12,500).  and  a  .S0.02-  ,, 

per-contract  fee  on  the  remaining 

proprietary  products  (totaling  “ 

$7,000).  I  herefore.  under  the  Sliding^ 
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‘Scale,  the  Clearing  'Trading  Permit 
e  I  toll  er  s  proprietary  tran.saction  fees 

+  $7  00's  (SI  35.000  +  $12,500 

We  would  then  determine  the 
fdearing  'Trading  Permit  Holder’s  fees 
u.sing  the  VIX  Ojitions  Sliding  Scale 
plus  the  Sliding  Scale  (minus  VIX 
o])tions  volmne).  Under  the  VIX  Ojitions 

SlHhiig  Scab!.  iKican.si;  the  (:iearing 

I  lading  Permit  Holder  executed  850.000 

VIX  contracts,  the  Clearing 'Trading 

!  Permit  I  lolder  would  he  as.ses.sed  a 
$0.25-jier-c(intract  fee  for  contracts  1- 
250.000  (totaling  .$02,500).  a  .$0.15-iier- 
contract  fee  for  contracts  250,001- 
TiOO.OOO  (totaling  $;i7.500).  a  .SO.IO-jier- 
contract  fee  for  contracts  500.001- 
750.000  (totaling  .$25,000),  and  a  .$0.05- 
JJ(!r-contrai;t  fee  for  contrac.ts  750  001- 
850.000  (.$5, ooo).  Therefore,  under  the 
\  IX  Ojitions  Sliding  .Scale,  the  Clearing 
3  lading  Permit  Holder’s  jirojirietary 

SI  30.000  ($02,500  + 
$37,100  +  .$25.00t)  +  .$5,000).  'To  this  we 
won  cl  add  the  Clearing  'Trading  Permit 
Holder  s  jircijirietary  fees  using  the 
Sliding  .Sc:ale  (.snlitrac.ting  out  the  VIX 
cMitions  volmne).  Under  the  Sliding 
Sc.ale,  liec;an.se  the  Clearing  'Trading 
oniiit  Holder  has  cxec.iiteci  greater  than 
(ur  ecjiial  to)  375.000  cxintrac.ts  of 
umltijily-li.sted  ojitions  volmne  lint  less 
Ihiiii  l.ri00.000sui;hccintrac:ls.  the 

(doaring  'Trading  Permit  Holder  will  he 
a.sse.ssed  an  .$0.1 8-jier-c:ontrac;t  fee  on 
Ihu  .500.000  non-VIX  ojitions  projirietarv 
prochic:t  c.ontrac.ts,  which  cximes  out  to  ' 
.SOO.OOt).  If  we  add  the  Clearing  'Trading 
1  ciiinit  Holder  s  fees  under  the  VIX 
Ojdions  Sliding  .Scale  ($1  .'10,000)  to  fees  i 
u.sing  the  Sliding  .Sc;ale  (minus  VIX  i 

options  volume)  ($00,000),  the  Clearing  ( 

I  racling  Permit  Holder’s  total 

projirietarv  foes  c.oiiie  out  to  $220,000  i 
Hoc.anse  this  amoiint  is  greater  than  the  I 
Cdearmg  Trading  Permit  Holder’s  fees  t 
u.sing  pi.st  the  Sliding  .Sc:ale  (including  j 

the:  \  IX  ojitions  volume)  of  $l 54,500,  f 

flio  Exchange  would  just  apply  the  ’  ti 

Sliding  .Sc:ale  to  clc;termine  the  Clearing  tl 

Irading  Permit  Holder’s  jirojirietarv  p 

loos,  and  assess  the  lower  fee*  of  V 

$154,500.  c 


2.  .Statutory  Hasis 

I  ho  hxcdiange  lielievc;s  the  jirojio.sed 
rule  change  is  exmsistent  with  the  Act 
:uid  the  rides  and  regulations 
lherenncic:r  ajijilicalile  to  the  Exchange 
uiicl,  in  jiartic.nlar.  the  recjiiirements  of 
.Soc.tion  (i(li)  of  the  Act.r-  Sjiecificallv. 
the:  Excdiango  lii;lieve.s  the;  jireijio.secl  rule 
change  is  c.cmsistent  with  the  .Section 
t>(l)){.5)'-  recjiiiremcmts  that  the  rules  of 
an  oxchange  he  clc;.signecl  to  jirevent 

n..s.(;.  7«ui)). 
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fraudulent  and  nianijmlative  ac.ts  and 
prac:ticc;.s.  to  jiromote  jn.st  and  ecjuitalile 
Pnncijile.s  of  trade,  to  foster  coojieration 
and  c.ciorclination  with  jier.sons  onoaood 
lu  regulating,  clearing.  .sc>ttling, 
prcic.c's.sing  infcirmation  with  resjiect  to, 
and  fai:ilitalion  tran.sacdions  in 
.secairitic;.s.  to  remove  imjiecliments  to 
and  jierfect  the  niee:hanism  of  a  free;  and 
ojien  market  and  a  national  market 
.system,  and.  in  geaioral,  to  jireiteU 
inve;stors  and  the  jinlilic;  inte;re>st 
Adelitieinally.  the;  Exchange  believes  the 
piojHi.sed  rule  change  is  eamsistent  with 
Se;e:tiein  ()(Ii)(4)  of  the  Act.^  whic  h 
provides  that  Exediange  rules  niav 
provide  for  the  cejuitalile  allocation  of 
re:a.semalile  dues,  fe^es.  and  other  ediarec's 
■  ‘Hming  its  'Trading  Permit  Holders  anil  ‘ 
other  jicmsons  u.sing  its  facilities. 

Ihe  adoption  of  the  VIX  Ojitions 
;  .‘’oale  IS  reasonalile:  liei:au,se  it 

will  allow  Clearing  Trading  Permit 
folders  who  engage  in  VIX  ojitions 
!  racling  the  ojijKirtunity  to  jiay  lower 
te;e;s  lor  such  tran.sactions.  .Similarlv, 
‘•Hffiogating  the  fees  and  trading  activity 
of  .sujiaratc;  Clearing  'Trading  Permit 
Holders  lor  the  jiurjio.ses  of  the  VIX 
OpHons  Sliding  .Se;ale;  if  there;  is  at  le;a.st 
7.1  /«  eaimmon  ownershiji  between  the 
(.loaring  Trading  Permit  Holders  and 
aggregating  a  Clearing  'Trading  Permit 
Holder  s  fees  and  e:ontrae;t.s  executed 
pursuant  to  a  CM'TA  agreement  with  the* 
•3aeling  Permit  Holder’s  nein- 
CM  1  A  lees  and  e:ontrae;t.s  for  the' 
purpose  of  the  VIX  Ojitions  Sliding 
.Seale;  is  reasonalile  because  this  wdl 
a  low  more  Clearing  Trading  Permit 
Ho  elers  to  ejiialify  for  the  lowered  fees 
at  the  higher  volume  tiers  in  the  VIX 
OjJtieins  Sliding  Se:ale. 

The;  jireijiosed  metheieleileigv  to  he  used 
in  e.alculatmg  a  Clearing  Traeling  Permit 
Holders  total  jirojirietary  jireieluct 
transae.tion  fees  is  rea.sonalile  lieeiause  it 
provides  Clearing  Trading  Permit 
Holders  who  engage  in  VIX  ojitions 
traeling  with  a  second  way  to  maximize 
their  ability  to  limit  their  jirojirietary 
preiducts  tran.saction  fees.  Subtracting 
\  IX  ojitions  volume  from  the  Sliding 
Se.ale;  whein  taking  into  aeicoiml  the  VIX 
Ojitions  Sliding  .Scale  to  calculate 
projirietarv  jireiehie:t  tran.saction  fees  is 
loa.seinable  because  it  would  be  illeigie:al 
(and  not  financially  viable)  to  exiiint  VIX 
ojitions  volume  twice;  (once  in  the  VIX 
Ojitions  Sliding  Scale  and  emeu;  in  Ihe 
.Sliding  .Scale)  to  allow  a  Clearing 
I  raeling  Permit  Holder  to  ejualify  fur  a 
lowered  lee;  rate;  when  the  VIX  eijitions 
tran.saeitions  (and  veilume  such 
tran.s-aeitions  e:re;ateel)  only  eieuuirred  once 
ane  fe;e;.s  were;  therefore;  only  assessed  on 
.such  transaeitions  emeu;. 

^l.'i  7Hr(l))(4). 
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Applying  tlu;  VIX  Ojjtions  .Sliding 
.Scale  to  Clearing  Trading  Permit  Holder 
(and  their  affiliates,  in  the  manner 
de.scrihed  above)  pro])rietary  orders  only 
is  eciuitahle  and  not  unfairly 
discriminatory  hecanse  Clearing  Trading 
Permit  Holders  take  on  a  ninnher  of 
obligations  and  responsibilities  (such  as 
membership  with  the  Options  Clearing 
Corporation),  significant  regulatory 
burdens,  and  financial  obligations  that 
other  market  partici])ants  are  not 
nuinircKl  to  undertake.  Further,  the  VIX 
Options  .Sliding  .Scab;  is  designed  to 
encourage  increased  Clearing  Trading 
Permit  Holder  proprietary  VlX  options 
volume,  which  i)rovides  increased  YIX 
o])tions  volume  and  greater  trading 
opj)ortunities  for  all  market 
participants.  .Similarly.  ap])lying  lower 
fee  rates  for  Clearing  Trading  Permit 
Holders  who  hit  the  higher  VIX  options 
contract  volume  tiers  on  the  VIX 
Options  .Sliding  .Scale  is  e(|uitahle  and 
not  indairly  discriminatory  because  this 
is  designed  to  encourage  increased 
(deal  ing  Trading  Permit  Holder 
proprietary  VIX  options  volume,  which 
jirovides  increased  VIX  options  volume 
and  greater  trading  opjiortunities  for  all 
(ilearing  Trading  Permit  Holders, 
including  those  who  are  not  able  to 
reach  the  higher-volume  tiers.  Indeed, 
this  increased  VIX  o])tions  volume  and 
greater  trading  op]K)rtunities  may 
provide  such  Clearing  Trading  Permit 
Holders  to  reach  the  higher  tiers  (and 
|)ay  the  lower  fees  such  tiers  entail). 
Moreover,  the  Exchange  already  offers 
other  fee-lowering  programs  (such  as  the 
Fee  Cap  and  .Sliding  .Scale)  which  entail 
lower  fees  for  Clearing  Trading  Permit 
Holders  (and  their  affiliates,  in  the 
manner  described  above)  and  are 
limited  to  Cilearing  Trading  Permit 
Holders  (and  their  affiliates,  in  the 
manner  de.scrihed  above). 

A])j)lying  the  VIX  Ojitions  Sliding 
.Scale  to  VIX  options  and  not  to  other 
jModucts  is  equitable  and  not  unfairly 
discriminatory  because  the  Exchange 
has  expended  considerable  time  and 
r(!.sources  in  developing  VIX  options. 
The  VIX  Options  Sliding  Scale  is 
designed  to  encourage  great(;r  VIX 
options  trading,  whic:h,  along  with 
bringing  greater  VIX  oj)tions  trading 
opportunities  to  all  market  participants, 
will  bring  in  more  fees  to  the  Exchange, 
and  such  fees  can  he  used  to  recoiqi  the 
I'ixchange’s  costs  and  exj)enditures  from 
developing  VIX  o])lion,s. 

The  Exchangt!  j)roi)oses  to  define  the 
Fee  Ca]),  .Sliding  .Scale,  and  VIX  Options 
.Sliding  Scale  in  footnote  11  of  the  Fees 
.Schedule  in  order  to  avoid  any  potential 
confusion  by  investors  reading  tlu;  Fees 
.Schedule.  .Similarly,  the  Exchange 
proposes  to  correct,  in  footnote  11,  the 


erroneous  reference  to  the  origin  code 
for  jJi'oprietary  orders  of  the  Non- 
Trading  Permit  Holder  Affiliate  effected 
for  pur|)oses  of  hedging  the  proprietarv 
over-the-counter  trading  of  the  (ilearing 
Trading  Permit  Holder  or  its  affiliates 
(changing  such  refenmce  from  the  origin 
code  “15"  to  the  correct  origin  code  for 
such  orders,  "L”)  in  order  to  avoid  any 
potential  confusion  by  investors  nxiding 
the  Fees  .Schedule.  This  avoidance  of 
confusion  removes  imj)ediments  to  and 
perfects  the  mechanism  of  a  free  and 
open  market  and  a  national  market 
system,  and,  in  general,  protects 
investors  and  the  public  interest. 

13.  Sfilf-Begiildtoiv  Organization's 
StatamanI  on  Barden  on  Competition 

(;B(3E  does  not  believe  that  the 
pro])osed  rule  change  will  impo.se  any 
burden  on  competition  that  is  not 
necessary  or  ap])ro])riate  in  furtherance 
of  the  pnrj)ose.s  of  the  Act.  The 
Exchange  believes  that  the  adoption  of 
the  propo.sed  VIX  ()i)tions  .Sliding  .Scale 
will  not  impose  any  unnecessarv  burden 
on  intramarket  competition  hecau.se, 
while  it  applies  only  to  (Hearing  Trading 
Permit  Holder  ])roprietarv  orders. 
(Hearing  Trading  Permit  Holders  take  on 
a  numher  of  obligations  and 
responsibilities  (such  as  memhershij) 
with  the  ()j)tions  (ilearing  (H)rj)oration), 
significant  regulatory  burdens,  and 
financial  obligations  that  other  market 
participants  are  not  re(|uired  to 
undertake.  Further,  the  VIX  (3ptions 
Sliding  Scale  is  designed  to  encourage 
increased  Clearing  Trading  Permit 
Holder  j^roprietary  VIX  options  volume, 
which  provides  increased  VIX  options 
volume  and  greater  trading 
opportunities  for  all  market 
j)articij)ants.  Therefore,  the  Exchange 
believes  that  any  jjotential  effects  on 
intramarket  competition  that  the 
adoption  of  the  propo.sed  VIX  (3ptions 
.Sliding  .Scale  mav  cause  are  therefore 
justifiable.  Moreover,  the  Exchange 
already  offers  other  fee-lowering 
programs  (such  as  the  lu;e  (iap  and 
.Sliding  Scale)  which  entail  lower  fees 
for  (Hearing  Trading  Permit  Holders 
(and  their  affiliates,  in  the  manner 
de.scrihed  above)  and  are  limited  to 
(Hearing  Trading  Permit  Holders  (and 
their  affiliates,  in  the  manner  described 
above).  The  Exchange  do(!s  not  believe 
that  the  adoption  of  the  ])ropo.sed  VIX 
(3ptions  .Sliding  .Scale  will  cau.se  any 
unnecessary  burden  on  intermarket 
competition  hecau.se  VIX  options  is  a 
])roprietarv  product  that  is  traded  .solelv 
on  (H5(3E. ' 


C.  Self-Begalatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Bale  Change  Beceived  From 
Memhers.  Participants,  or  Others 

The  Exchange  neither  solicited  nor 
received  comments  on  the  proposed 
rule  change. 

III.  Date  of  Efl'ectiveness  of  the 
Propo.sed  Rule  (ihange  and  Timing  for 
(iomniission  Action 

The  foregoing  rule  change  has  become 
effective  pursuant  to  .Section  l‘)(h)(:5)(A) 
of  the  Act  “  and  paragraph  (f)  of  Rule 
l()l)-4’'  thereunder.  At  any  time  within 
(j()  days  of  the  filing  of  the  proj)o.sed  rule 
change,  the  (Commission  summarily  may 
temporarily  .suspend  such  rule  change  if 
it  ai)pears  to  the  (Commission  that  such 
action  is  nece.ssary  or  ajqiropriate  in  the 
public  interest,  for  the  protecHion  of 
investors,  or  otherwise  in  furtherance  of 
the  purjjoses  of  the  Act. 

IV.  Solicitation  of  (Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing, 
including  whether  the  proj)osed  ride 
change  is  consistent  with  the  Act. 
(Comments  may  he  submitted  hv  any  of 
the  following  methods: 

Electronic  Comments 

Use  the  (Commission’s  Internet 
comment  form  {http://mvn’.sec.gov/ 
rnles/sro.shtmlj:  or 

•  .Send  an  email  to  rnle- 
comments@sec.gov.  Plea.se  include  File 
Numher  .SR-(Cf5(3E-2()3:5-()0:5  on  the 
subject  line. 

Paper  Comments 

•  .Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  .Secretary, 
.Securities  and  Exchange  (Commission. 
100  F  Street  NE.,  Washington,  DC 
20349. 

All  submissions  .should  refer  to  File 
Numher  .SR-(CI5(3E-201 3-003.  This  file 
numher  should  he  included  on  the 
subject  line  if  email  is  used.  To  helj)  the 
(Commi.ssion  process  and  review  vour 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
])ost  all  comments  on  the  Commission’s 
internet  Web  site  {http://\v\v\v. sec.gov/ 
rnles/sro.shtml).  (Copies  of  the 
suhmi.ssion.  all  suhseiiuent 
amendments,  all  written  statements 
with  r(!spect  to  the  propo.sed  rule 
change  that  are  filial  with  the 
Commission,  and  all  written 
communications  relating  to  the 
propo.sed  rule  change  between  the 
Commi.ssion  and  any  person,  other  than 


« i."i  u..s.(:.  7Bs(l))(:i)(A). 
■'  17  CFK  24l).nil)-4(n. 
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those  that  may  i)e  withhold  from  the 
])ul)li(:  in  acconianci;  witli  the 
provisions  of  5  .552,  will  ho 

availahlo  for  Woh  site  viewing  and 
|)rinting  in  the  (k)mmission‘s  Pnhlio 
Roforonoo  Room.  100  1’  .Street  NE.. 
Washington.  D(]  20549,  on  official 
husiness  days  l)etw(;en  the  hours  of 
10:00  a.m.  and  3:00  p.m.  (Copies  of  such 
tiling  also  will  he  availahlo  for 
inspection  and  copying  at  the  princijial 
office  of  the  Exchange.  All  comments 
received  will  he  posted  without  change; 
the  Commission  does  not  edit  jier.sonal 
identifying  information  from 
suhmi.ssions.  You  should  submit  only 
information  that  you  wish  to  make 
available  jmhlicly.  All  submissions 
.should  refer  to  File  Number  .SR-C,HOE- 
291. '1-003  and  should  he  submitted  on 
or  before  February  15.  2013. 

I’or  the  ('oininissioii.  by  tlu;  Division  of 
'I’rading  and  MarkiMs.  pursuant  to  dohigatod 
aiitlioritv. 

Kevin  M.  O'Neill. 

I)i‘l)iily  Siiciv  t  a  r\ •. 

II  K  Uoc.  2l)i:i-(n4<ia  Filed  l-24-i:t:  K:4.5  am| 
BILLING  CODE  8011 -01 -P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68700;  File  No.  SR-FINRA- 
2013-002] 

Self-Regulatory  Organizations; 
Financial  Industry  Regulatory 
Authority,  Inc.;  Notice  of  Filing  of 
Proposed  Rule  Change  To  Amend 
FINRA  Rule  2267  (Investor  Education 
and  Protection) 

laiuiarv  IH.  2013. 

Pursuant  to  .Section  19{1))(1)  of  the 
.Securities  Exchange  Ai;t  of  1934 
(“Act”)  '  and  Rule  19h-4  thereimder,- 
notice  is  hereby  given  that  on  January  7. 
2013,  Financial  Industry  Regulatory 
Authority,  Inc.  ("FINRA”)  filed  with  the 
.Securities  and  Exchange  Commission 
(“SEC”  or  “Commission”)  the  proiiosed 
rule  change  as  described  in  Items  1,  11, 
and  111  below,  which  Items  have  been 
j)re|)ared  by  FINRA.  The  Commission  is 
])ul)lishing  this  notice  to  solicit 
comments  on  the  jnojio.sed  rule  change 
from  interested  jiersons. 

1.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  (Change 

FINRA  is  projiosing  to  amend  FINRA 
Rule  2207  (Investor  Education  and 
Protection)  to  nupiire  that  members 
include  a  prominent  de.scrijition  of  and 

"'17C:fk  2(H).:io-;i(!i)(12). 

^17(;FR240.1()I)-4. 


link  to  FINRA  BrokeiCheck,  as 
prescribed  by  FINRA,  on  their  Web 
sites,  social  media  pages  and  anv 
com])arahle  Internet  presence  and  on 
Wei)  sites,  social  media  |)age.s  and  any 
comparable  Internet  pre.sence  relating  to 
a  member’s  investment  hanking  or 
.securities  husiness  maintained  by  or  on 
behalf  of  any  jierson  associated  with  a 
member. 

The  text  of  the  propo.sed  rule  change 
is  available  on  FlNRA’s  Web  site  at 
h1il)://\\’\\’\v.fini'(i.oro,  at  the  jnincipal 
office  of  FINRA  and  at  the 
(kimmission’s  Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(Change 

In  its  filing  with  the  Commission, 
FINRA  included  statements  concerning 
the  purj)o.se  of  and  basis  for  the 
])ropo.sed  rule  change  and  discussed  any 
comments  it  received  on  the  jiroposed 
rule  change.  The  text  ofthe.se  statements 
may  he  examined  at  the  places  specified 
in  Item  IV  below.  FINRA  has  ])repared 
summaries,  set  forth  in  .sections  A,  B, 
and  C  below,  of  the  most  significant 
as|)ect.s  of  such  statements. 

/\.  Solf-Uoguldtorv  Orgdni’/Aiiioii's 
Sidtddiddt  ofthd  Pdi'posd  of.  Odd 
Stdtdtorv  B(tsis  for,  tho  Proposed  Hide 
C/mnge 

1.  Purpo.se 

I’lNRA  established  Broker(;he{:k  in 
1988  (then  known  as  the  Public 
Disclosure  Program)  to  |)rovide  the 
public  with  information  on  the 
professional  background,  business 
jnactices,  and  conduct  of  FINRA- 
memher  firms  and  their  a.ssociated 
persons.  The  information  that  FINRA 
relea.ses  to  the  jmhlic  through 
BrokerC;heck  is  derived  from  the  Central 
Registration  Dejiositorv  (“CRD“”).  the 
securities  industry  online  registration 
and  licensing  dataha.so.  FlNRA-memher 
firms,  their  associated  persons  and 
regulators  report  information  to  the  CRD 
system  via  the  uniform  registration 
forms.  By  making  most  of  this 
information  ])ul)licly  available, 
BrokerCheck,  among  other  things,  helps 
investors  make  informed  choices  about 
the  individuals  and  firms  with  which 
they  conduct  husine.ss. 

In  January  201 1 ,  ('.ommi.ssion  staff 
released  its  Slidiv  odd 
lidconudddddtiods  on  Improved  Idvestor 
Access  lo  I{e}>is1r(dk)n  Idforidotiod 
Ahodt  Investident  Advisers  (md  Broker- 
Deolers  (“.Study”),*  in  furtherance  of 
Section  91 9B  of  the  Dodd-Frank  Act. 

■•'llic!  .Study  is  <ivnil()l)l(!  oiiliiio  iit  hllp:// 
\\w\v.s(!c.ff>v/iw\ys/stii(li(fs/201  t/!l1!)l>sludy.i>rll. 


The  .Study  contains  four 
recommendations  for  improving 
investor  access  to  registration 
iidbrmation  through  BrokeKlheck  and 
the  Commission's  Inve.stment  Adviser 
Public  Di.sclosure  (“lAPD”)  database.  In 
May  2012,  FINRA  im])lemented  the 
.Study’s  three  “near-term” 
recommendations. ^  FINRA  is  currently 
working  on  the  .Study’s  “intermediate- 
term”  recommendation,  which  involves 
analyzing  the  feasibility  and  advi.sahility 
of  ex])anding  the  information  available 
through  Broker(;hec:k,  as  well  as  the 
method  and  format  that  Brokert’.heck 
information  is  displayed. 

In  light  of  the  .Study’s  “intermediate- 
term”  recommendation  and  FlNRA’s 
belief  that  regular  evaluation  of  its 
Brokei<;hec:k  jnogram  is  an  important 
])art  of  its  statutory  obligation  to  make 
information  available  to  the  jmhlic,^* 
FINRA  has  initiated  a  thorough  review 
of  BrokerCheck.  As  ])art  of  this  review, 
FINRA  issued  Begdlatoiy  Notice  12-10 
recpiesting  comment  on  ways  to 
facilitate  and  increa.se  investor  use  of 
BrokeK'.heck  information.  In  addition, 
FINRA  engaged  a  market  research 
consultant  that  conducted  focus  grou])s 
and  surveyed  inve.stors  throughout  the 
country  to  obtain  their  opinions  on  the 
B  ro ke)l[  3 1  ec k  p rogra  m . 

Participants  in  the  focus  groups  were 
asked  cpiestions  about  a  variety  of 
topics,  including  the  financial  markets, 
working  with  a  broker  or  inve.stment 
adviser,  and  the  Brokerfiheck  program. 
Many  of  the  ])artici])ant.s  stated  that  they 
had  been  unaware  of  the  existence  of 
Brokertiheck  prior  to  their  jiarticipation 
in  the  focus  groups.'*  After  learning 
about  BrokerCheck.  the  consensus 
among  focus  group  particijiants  was  that 
investors  should  use  BrokerCheck  when 
considering  whether  to  work  with  a  new 
inve.stment  professional  or  firm  and  that 
it  therefore  was  important  for 
Brokei'C3iec:k  to  he  more  widely  known 
among  investors.  Based  on  the  focus 
grouj)  results  and  the  comments 
received  in  response  to  Be^dkitoiy 

''riKisi!  roconinunidiitioiis  an;  to  imilv  saarcli 
i'(iturns  lor  ItrokiaChisLk  and  lAl’l).  add  llio  aliilitv 
to  soarch  HmknrChook  In’  ZIP  codo.  and  iiuaoasi! 
llu!  ndiicational  contont  on  Itrokca'Cliock. 

'•.S’fi!  .S(!(:lion  l.aA(i)  ol  tin:  Act.  l.S  Ik.S.C:.  78f>- 
:i(i).  .Since!  cstalelisliiiif;  lirokcrt'.hiick.  FINKA  has 
ri!*>nlarly  assessed  tlii!  sco))e  and  utility  ol  tlu! 
inidnnation  it  |)i'ovides  to  the  pnhiic  and.  as  a 
result,  has  made!  nuint!rous  changcis  to  improve!  the! 
preigr.'im. 

'■This  is  eainsisteait  with  a  2tU)!)  stuely  that  I'ounel 
th.it  eenly  l.S  i)e!re:i!nt  e)l  re!spe)nelonts  saiel  that  they 
h.iel  e:hi!e:k(!el  a  linaneacil  aelviseer's  haeikgrounel  with 
;i  stiite  eir  le!el(!rid  re!gulate)r.  .S'e.’er  Fimmciat  (Aiiuihililv 
in  llu:  I'nilvil  Stnics  (I'lNRA  lnye!ste)r  Felue:atie)n 
Feeunelatiem.  Dee:.  1. 20t)‘)).  available  at  http:// 
n'\v\\.linr(if()niul(ili()n.()ri>/\\(:l)/grnnps/loun<lali()n/ 
&f(nin(tnlinn/(hctinu:nlK/fmindnlion/pl20r)3(>.p(ll. 
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Notice  12-10,  MNRA  is  ])r()])osing  to 
amend  Rule  2207.’’ 

Subject  to  limited  exceptions,  FINRA 
Rule  2207(a)  currently  reciuires 
members  to  annually  ])rovide  in  writing 
to  each  of  their  customers  the 
llrokei'Check  hotline  number,  the 
FINRA  Web  site  address,  and  a 
notification  of  the  availability  of  an 
investor  brochure  that  includes 
information  describing  Brokerfdieck.** 

To  further  increase  investor  awarcmess 
and  use  of  BrokeKdieck,  the  jjroposed 
rule  change  would  amend  Rule  2207  to 
nuiuire  all  members  to  include  a 
Ijrominent  descri])tion  of  and  link  to 
Ilrokei-Cdieck,  as  prescribed  by  FINRA. 
on  their  Web  sites,  social  media  pages 
and  any  com])arahle  Internet  j)resenc(j, 
as  well  as  on  the  Web  sites,  social  media 
pages  and  any  com])arahle  Internet 
presence  relating  to  the  firm’s 
investment  hanking  or  securities 
business  maintained  by  or  on  behalf  of 
any  person  associated  with  a  member. 

To  ensure  consi.stency  and  helj)  with 
the  im])lementation  of  the  proposed  rule 
change,  FINRA  would  provide  members 
with  the  text  descri])tion  and  web 
address  format  for  the  link  to 
BrokeKIluuik.  The  web  address  provided 
by  F’lNRA,  which  would  include  a 
firm's  or  individual’s  (IRD  number, 
would  he  sjjecific  to  each  member  or 
associated  ])erson.  The  link  would  take 
the  user  to  13rok(!i<;heck’s  search  results 
screen  for  the  subject  firm  or  individual, 
which  displays  basic  information,  such 
as  (IRD  number,  SE(I  number  (for  firms), 
registration  .status,  and  emjiloying  firm 
(for  individuals).  Once  the  investor 
completes  the  challenge-respon.se  te.st 
(used  to  make  it  more  difficult  for  an 
automated  application  to  collec:! 
BrokeiCheck  information)  and  agrees  to 
BrokerCheck’s  terms  and  conditions,  the 
investor  will  he  able  to  obtain  a  detailed 
BrokerCheck  report  on  the  subject  firm 
or  individual. 

FINR.A  believes  that  the  })roposed 
change  will  increa.se  investor  use  of 
BrokerChec:k  because  the  link  jjrovided 
on  a  firm’s  or  individual’s  Web  site  will 
take  investors  to  that  firm’s  or 
individual’s  specific  BrokeiTIheck 

'KINKA  conliniKis  lo  considur  (itlinr  c:(iiiiin(!nls 
riif’ardiiif’ clian^ivs  to  ItrokoK  liook  that  won; 
sul>initt(!rl  in  nisponsn  to  tto^n/o/on’ .Vo/jco  12- H). 

'‘y\nv  nuanlHir  whoso  contact  witli  cnstoniors  is 
liniitod  to  introdnciiif*  custonitM’ accounts  to  l)o  Indd 
diroc.tly  at  an  entity  otlior  tlian  a  FINUA  nunnhor 
and  thoroaltor  doi!s  not  carrv  cnstoinor  accounts  or 
liidd  cnstoinor  lunds  and  .soenritios  mav  lurnisli  a 
customor  witli  sucli  information  at  or  prior  to  tlio 
timo  of  tlio  customor's  initial  purcliaso.  in  lion  of 
onco  ovorv  calondar  year.  Anv  momlior  tliat  does 
not  have  customors  or  is  a  party  to  a  i:arrving 
agrooniont  wlioro  tlio  carrying  firm  momhor 
furnishos  a  customor  with  sucli  information  is 
oxompt  from  tin:  rof|uiromonts  of  FINRA  Kulo 
22(>7(a). 


search  results  screen  rather  than  the 
Brokerdheck  homepage.  Thus,  investors 
will  not  he  required  to  enter  the  n;nne 
of  the  firm  or  individual  they  art; 
searching  for  or  to  select  the  correct 
broker  or  firm  from  the  search  results. 

To  further  helj)  with  implementation 
of  the  proposed  rule  change,  FINRA  will 
provide  in  the  /fegu/o/orv  No/ice 
announcing  the  effective  date  of  the 
])ropo.sed  rule  change  guidance 
regarding  the  prominence  and 
j)lacement  of  the  BrokerCheck 
de.scription  and  link. 

FINRA  will  announce  the  effective 
date  of  the  proposed  rule  change  in  a 
Rfi<>ul(tt()rv  Noticf^  to  he  pnhlished  no 
later  than  80  days  following 
Commission  approval.  The  effective 
date  will  he  no  later  than  180  day.s 
following  ])uhlication  of  the  Rngulatory 
NoticH  announcing  Commi.ssion 
apiiroval. 

2.  Statutory  Basis 

FINRA  believes  that  the  projjo.sed  rule 
change  is  consistent  with  the  provisions 
of  Section  15A(h)(0)  of  the  Act.-'  which 
re(iuires.  among  other  things,  that 
FINRA  ruhis  must  he  designed  to 
prevent  frandulent  and  mani])ulative 
acts  anti  i)ractices,  to  promote  just  and 
(K)uitahle  ])rinciples  of  trade,  and,  in 
general,  lo  protect  investors  and  the 
])nhlic  intere.sl.  FINRA  believes  that  the 
pro])os(>d  rule  change  woulfl  increase 
investor  awarene.ss  and  use  of 
BrokerCheck,  thereby  helj)ing  investors 
make  informed  choices  about  the 
individuals  and  firms  with  which  they 
conduct  husiness.  Specifically,  FINRA 
believes  that  the  proposed  description 
of  Brokei’Check  will  alert  investors  to 
the  existence  of  the  program  and  the 
link  to  the  subject  firm  or  individual 
will  make  BrokerCheck  even  easier  to 
use  as  a  research  tool. 

R.  Self-Rnguhitoiy  Organization's 
Stateniant  on  Rnrden  on  Competition 

FINRA  does  not  believe  that  the 
proposed  rule  change  will  result  in  any 
burden  on  competition  that  is  not 
neces.sary  or  a})])ropriate  in  furtherance 
of  the  ])nrpo.ses  of  the  Act. 

FINRA  believes  that  the  jjropo.sed  rule 
change  will  enhance  investor  ])rotection 
by  increasing  the  ])nblic’.s  awarene.ss 
and  u.se  of  BrokerCheck.  FINRA  ex|)ects 
that  the  inclusion  of  a  prominent 
description  of  BrokeK'.heck  on  a  firm’s 
or  associated  person’s  VVeh  site  will 
increase  the  ])uhlic’.s  awanme.ss  of  the 
program  by  alerting  investors  to  the 
existence  of  BrokerCheck  while  they  are 
researching  a  firm  or  broker.  FINRA 
believes  that  the  proposal  will  not  result 


in  a  significant  burden  on  members  or 
associated  pcirsons.  In  this  regard, 
although  FINRA  has  not  found  any 
inde])endent  estimates  relating  to  the 
cost  of  adding  a  link  to  a  Web  site, 

FINRA  anticipates  that  the  costs  to 
c:om])ly  with  the  ])roj)osed  rnle  change 
to  members  and  associated  persons  will 
be  limited,  j)articularly  fortho.se  firms 
that  will  make  the  changes  with  a 
content  management  system,"’  and  will 
not  significantly  burden  small  firms.  In 
addition,  FINRA  will  provide  firms  with 
the  specific  links  (in  a  nser-friendlv 
URL  format)  to  be  added  to  their  VVeh 
sites,  thereby  helping  lo  contain  the 
costs  associated  with  the  proposal. 

C.  Self-Regnlatorv  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rnle  Change  Received  From 
Members.  Participants,  or  Others 

'I’he  projjosed  rule  change  was 
})ublished  for  comment  by  F’lNRA  in 
ReguIatoiY  Notice  12-10  (February 
2012).  A  copy  of  the  Regnlatorv  Notice 
is  attaclmd  as  Exhibit  2a. ' '  The 
comment  period  expired  on  April  27, 
2012.  FINRA  received  71  comment 
letters  in  response  to  the  Regnlatorv 
Notice.  A  list  of  the  comment  letters 
rec(!ived  in  response  to  the  Regidatorv 
Notice  is  attached  as  Exhibit  2b.'- 
Eleven  of  the  71  comment  letters 
received  addre.ssed  pn)po.sed  changes  to 
Rnle  2207.' '  Of  these  11  comment 
letters,  10  were  in  favor  of  an  increase 
in  the  commimication  bv  firms  to  their 
customers  about  the  existence  of 
BrokeKIheck  ami  one  was  oj)i)o.sed. 

Several  conumaiters  ex})res.seil  the 
view  that  firms  should  include  a  link  to 
BrokeKIheck  on  their  Web  sites  to  help 
increa.se  investor  awanaiess  of  the 
ja’ogram.''*  Some  of  these  commenters 
also  suggested  that  firms  be  recjuired  to 
include  the  BrokerCheck  Web  site 
address  in  various  other  locations  such 
as  public  communications,  new  ac;connt 
documents,  and  monthly  .statements. '•'» 

FINRA  ap])rec;iate.s  the  commenters’ 
suggestions  on  additional  ways  to 
increase  investor  awareness  of 

"Mn  giMiin'iil.  a  conlani  inaiuigainant  svsliaii  is  a 
sollwari!  application  tliat  is  used  lo  inanago  text, 
imagos.  audio  and  vidiai  content  tor  a  Wei)  site. 
FINRA  recognizes  that  some  firms  may  not  use  a 
content  management  system  and  therefore  may 
incur  additional  deyelopment  costs  depending  on 
how  their  Weh  sites  are  configured. 

"  The  (’.ommission  notes  that  l-Ahihil  2a  is 
attached  lo  the  filing,  not  lo  this  Notice. 

The  (Commission  notes  that  Fxhihit  2h  is 
attached  to  the  filing,  not  lo  this  Notice.  All 
references  to  the  commenters  under  this  Item  are  lo 
the  commenters  as  listed  in  ICxhihil  2h. 

'■*  .ARM.  (’.FA.  (IFF.  Dayis.  Dickenson.  Dorsey. 
l•'oresters.  Kelly.  Mc{ Taken.  I’lRO.  and  I’odolak. 

'■*  (CFA.  {'.FT*.  Dayis.  I’oreslers.  Kelly.  Mt:{'.racken. 
and  FIRC. 

'■•ARM.  CFA.  CFF.  FIRC.  and  Fodolak. 


"  1.')  IL.S.C.  78f>-;t(h)((i). 
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BrokeK^iiick  and  will  consider  them  in 
the  future.  When  considering  the 
coininenters’  suggestions.  FINRA  will 
examine,  among  other  ti:iir’,s.  whether 
the  inclusion  of  tin;  BrokeK^uick  Web 
site  addmss  on  materials  such  as  public 
communications,  new  account 
docnments.  ami  monthly  statements 
would  materially  increase  investor 
awareness  or  use  of  BrokeKiheck.  as 
well  as  the  potential  additional  costs 
that  the  sugge.sted  changes  would 
im])o.se  on  members  and  their  associated 
|)ersons. 

One  commenter  suggested  that  no 
changes  be  made  to  Rule  2287."’  As 
previously  mentioned,  FINRA  believes 
that  the  j)roposed  rule  change  will 
benefit  investors  bv  increasing  the 
awareness  and  use  of  BrokeK'.hei:k. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  (Change  and  Timing  for 
(Commission  Action 

Within  45  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  jieriod  (i) 
as  the  (Commi.ssion  mav  designate  up  to 
90  days  of  such  date  if  it  finds  such 
longer  period  to  be  appropriate  and 
publishes  its  reasons  for  .so  finding  or 
(ii)  as  to  which  the  self-regulatory 
organization  consents,  the  (Commission 
will: 

(A)  By  order  approve  or  disapprove 
such  projio.sed  rule  change,  or 

(B)  Institute  proceedings  to  determine 
whether  the  propo.sed  rule  change 
should  be  disapproved. 

IV.  Solicitation  of  (Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing, 
including  whether  the  propo.sed  rule 
change  is  consi.stent  with  the  Act. 
(Comments  may  be  submitted  bv  anv  of 
the  following  methods: 

Electronic  Connncnts 

•  Use  the  (Commission's  Internet 
comment  form  [hltp://\\  mv.sec.gov/ 
riiles/sro.shtinl] :  or 

•  Send  an  email  to  riilc- 
coinnwnts@sec.^ov.  Please  include  File 
Number  SR-FINRA-201 3-002  on  the 
subject  line. 

Paper  (ionnnenis 

•  .Send  jiaper  comments  in  trijilicate 
to  Elizabeth  M.  Murjihv.  .Secretarv. 
.Securities  and  Exchange  (Commission, 
100  F  .Street  NE..  Washington,  DCC 
20549-1090. 

All  snbmi.ssions  .should  refer  to  File 
Number  .SR-FlNRA-201 3-002.  This  file 
number  should  be  included  on  the 


subject  line  if  email  is  used.  To  helj)  the 
(Commission  process  and  review  your 
comments  more  efficiently,  ])lea.se  use 
only  one  method.  The  (Commission  will 
po.st  all  comments  on  the  (Commission’s 
Internet  Web  site  [ht1p://\v\v\\’.sec.^ov/ 
rules/sro.shtinl].  (Copies  of  the 
submission,  all  subseipient 
amendments,  all  written  statements 
with  resjiect  to  the  projio.sed  rule 
change  that  are  filed  with  the 
(Commission,  and  all  written 
communications  relating  to  the 
|)ro|)osed  rule  change  between  the 
Commission  and  any  person,  other  than 
tho.se  that  may  be  withheld  from  the 
jiublic  in  accordance  with  the 
jirovisions  of  5  U.S.CC.  552,  will  be 
available  for  Web  site  viewing  and 
jirinting  in  the  Commission’s  Public 
Reference  Room,  100  F  .Street  NE., 
Washington,  DCC  2054t).  on  official 
busine.ss  days  between  the  hours  of 
10:00  a.m.  and  3:00  ji.m.  (Cojiies  of  such 
filing  also  will  be  available  for 
Insjieclion  and  cojiying  at  the  jirincijial 
office  of  FINRA.  All  comments  received 
will  he  po.sted  without  change:  the 
(Commission  does  not  edit  jiersonal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  jiublicly.  All  submissions 
should  refer  to  File  Numher  .SR-FINRA- 
2013-002  and  should  be  submitted  on 
or  before  February  15,  2013. 

I-'or  llie  (Conunission.  by  llu;  Division  of 
'I’rading  and  Markcds.  jnirsnanl  to  didngaliul 
authority.'" 

Kevin  M.  O’Neill, 
l)(‘piily  Secretary. 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68691;  File  No.  SR-CBOE- 
2013-008] 

Self-Regulatory  Organizations; 

Chicago  Board  Options  Exchange, 
Incorporated;  Notice  of  Filing  and 
Immediate  Effectiveness  of  a  Proposed 
Rule  Change  To  Amend  Its  Rules 
Relating  to  Preferred  Market-Makers’ 
Continuous  Quoting  Obligation 

lannary  18.  201 3. 

Pursuant  to  .Suction  19(b)(1)  of  thu 
.Sucuritius  Exchange  Act  of  1934  (the 
“Act"),'  and  Rule  19h-4  thuruundur,^ 
notice  is  hereby  given  that  on  )anuary 
11, 2013.  (Chicago  Board  Ojitions 
Exchange.  Incorjiorated  (the  “Exchange” 

'7  17  CFK  2(l(l.:i(l-:i(a)(12). 

'  l.s  ll.s.c.  78s(l))(l). 

-  17  CFK  240.1  Hl>-4. 


or  "(CBOE”)  filed  with  the  Securities 
and  Exchange  (Commission  (the 
"(Commission’’)  the  jirojiosed  rule 
change  as  described  in  Items  I,  II.  and 
III  below,  which  Items  have  been 
jirejiared  by  the  Exchange.  The 
(Commission  is  jniblishing  this  notice  to 
.solicit  comments  on  the  jirojiosed  rule 
change  from  interested  jiersons. 

1.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  (Change 

The  Exchange  jirojioses  to  amend  its 
rules  relating  to  Preferred  Market- 
Makers’  (“PMMs”)  continuous  quoting 
obligations.  The  text  of  the  iirojiosed 
rule  change  is  jirovided  below.  * 

(additions  are  italicized;  deletions  are 
Ibracketed]) 

***** 

(Chicago  Board  Ojitions  Exchange, 
Incorjiorated  Rules 

***** 

Rule  8.13.  Preferred  Market-Maker 
Program 

(a)  Generallv.  The  Exchange  may 
allow,  on  a  c:las.s-hy-class  basis,  for  the 
receijit  of  marketable  orders,  through 
the  Exc:hange’s  Order  Routing  .System 
when  the  Exchange’s  disseminated 
(juote  is  the  NBB(),  that  carry  a 
designation  from  the  Trading  Permit 
1  lolder  transmitting  the  order  that 
sjiecifies  a  Market-Maker  in  that  class  as 
the  “Preferred  Market-Maker”  for  that 
order.  A  (jualifying  recijiient  of  a 

'llu!  I'Acliangn  rvcontlv  proposod  to,  among 
olluM'  tilings,  (a)  roduco  to  (11)%  tlm  iinrconlagn  of 
liino  for  wliicli  a  I’MM  is  l■(!(lnil•l!d  to  provide 
eloctronii:  (pioles  in  an  appoinlod  option  class  on 
a  given  trading  dav  and  (li)  to  increase  to  the  lesser 
of  00%  or  100%  minus  one  call-put  jiair  the 
percentage  of  series  in  each  ilass  in  which  a  PMM 
must  provide  continuous  electronic  (piotes  in 
clas.ses  in  whit:h  it  receives  PMM  orders,  which 
jiroposed  rule  change  was  immediatelv  effective 
upon  filing.  .Securities  Fxchange  Act  Release  .No. 
.34-07410  Only  1 1 .  201 2).  77  FK  42040  (|ulv  17, 
2012)  (.SK-(:i!()fi-201 2-004):  see  also  .Securities 
Fxchange  Act  Release  No.  :i4-07044  (August  lii. 
2012).  77  FR  40K40  (August  17.  2012)  (SR-CliOF- 
2012-077)  (immediatelv  effective  rule  change  to 
delay  the  im|)lementation  date  of  the  i)ro))osed  rule 
change  in  rule  filing  .SR-( IK )F-201 2-004  and  to 
indicate  that  the  Fxchange  will  announce  the  new 
im|)lementation  date  hv  Regnlatorv  Circular):  and 
.Securities  Fxchange  Act  Release  No.  .34-08210 
(Novemher  FI.  2012).  77  FR  00007  (Novemher  20. 
2012)  (.SR-CIK)i;-201 2-100)  (immediatelv  effective 
ride  change  to  further  delav  the  im|)lementation 
date  of  the  proposed  rule  change  in  rule  liling  .SR- 
CIK)Fi-20 12-004  and  to  indicate  that  the  Fxchange 
will  announce  the  new  implement  date  hv 
Regulatory  Circular).  The  rule  text  in  this  filing 
includes  the  effective  (hut  not  implemented) 
changes  to  the  ride  text  made  hv  ride  filing  .SR- 
ClK)i;-20 12-004.  'file  Fxchange  expects  to 
implement  the  effef:tive  rule  t:hanges  to  c|Uoling 
ohligations  in  filing  .SR-C1K}F;-201  2-004  in 
conjunction  with  the  implementation  of  the 
proposed  rule  change  in  this  filing. 


'■  Dorsev. 
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lYoferred  Market-Maker  order  shall  he 
afforded  a  |)arti{:i])ation  entitlement  as 
set  forth  in  snh])aragraph  (c)  helow. 

(h)  Eligibility.  No  change. 

(c)  Entitlfiiiwnt  No  change. 

(d)  Quoting  Obligations:  The  Prefernul 
Market-Maker  inu.st  comply  with  the 
(pioting  obligations  apijlicahle  to  its 
Market-Maker  tyi)e  under  Fxchange 
rides  and  must  provide  continnons 
electronic  iiuotes  (as  defined  in  Ride 

I. l(i:cc))  in  at  lea.st  the  lesser  of  nn%  of 
the  non-adjnsted  option  series  that  havo 
a  tinio  to  expiration  ol  less  than  nine 
months  or  100%  of  the  non-adjusted 
option  series  that  have  a  time  to 
expiration  ol  less  than  nine  months 
minus  one  call-put  pair  of  each  class  for 
which  it  receives  Preferred  Market- 
Maker  orders,  with  the  term  “call-put 
pair”  referring  to  one  call  and  one  put 
that  cover  the  same  underlying 
instrument  and  have  the  same 
expiration  date  and  exercise  jirice. 

*  *  *  lnterpret(bions  and  Policies: 

.01  No  change. 

.02  Hale  8. 13(d)  does  not  recjuire  a 
Prelerred  Market-Maker  to  provide 
continnons  electronic  quotes  in  series 
that  have  a  time  to  expiration  of  nine 
months  or  more  in  the  classes  for  which 
it  receives  Preferred  Market-Maker 
orders.  However,  a  Preferred  M(a'ket- 
Maker  may  still  receive  a  participation 
entitlement  in  such  series  if  it  elects  to 
quote  in  such  series  and  othen  wise 
satisfies  the  requirements  set  forth  in 
Hale  8.1  .Vh). 

***** 

The  text  of  the  jirojiosed  rule  change 
is  also  available  on  the  Exchange’s  VVeh 
site  (http://www.cboe. com/ AhoatHHOE/ 
HHOELegalHegalatorvHome.aspx) ,  at 
the  Exchange’s  Office  of  the  Secretary, 
and  at  the  Commission. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
(ihange 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  purpose  of  and  basis  for 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
propo.sed  rule  change.  The  text  of  these 
.statements  may  he  examined  at  the 
places  sjiecified  in  Item  IV  helow.  The 
Exchange  has  jirepared  summaries,  .set 
forth  in  .sections  A,  13,  and  C  helow,  of 
the  most  significant  asjiects  of  such 
.statements. 


A.  Self-Hegalatorv  Organization’s 
St(dement  of  the  Purpose  of,  and 
Statutory  basis  for,  the  Proposed  Hale 
Change 

1 .  Purpo.se 

Rule  8.13(d)  currently  reipiires  that 
PMMs  ])rovide  continuous  electronic 
(piotes  when  the  Exchange  is  ojien  for 
trading  in  at  least  no'lii  of  the  non- 
adjusted  option  .series  of  each  class  for 
whic:h  it  receives  PMM  orders.-*  Rule 
1.1  (ccc)  currently  provides  that  a  PMM 
will  he  deemed  to  have  provided 
“continuous  electronic  ipiotes”  if  the 
PMM  provides  electronic  two-sided 
(piotes  for  99%  of  the  time."’ 

The  Exchange  proposes  to  exclude 
series  that  have  a  time  to  expiration  of 
nine  months  or  more  (i.e.,  Long-Term 
Ecpiity  Ojitions  .Series,  or  “LEAP.S”) 
from  I^MMs’  continuous  (|uoting 
obligation.  As  a  result,  PMMs’ 
continuous  (juoting  obligation  will  not 
apply  to  options  series  with  a  time  to 
expiration  of  nine  months  or  more.'* 
Exchange  Rule  8.7(d)(ii)(I3)  currently 
excludes  .series  that  have  a  time  to 
expiration  of  nine  months  or  more  from 
the  (pioting  obligations  of  Market- 
Makers. 

The  Exchange  is  projiosing  this  rule 
change  for  comjietitive  rea.sons. 
NASDAQ  OMX  PHLX  LLC  (“PHLX”) 
excludes,  among  other  series,  option 
series  with  a  time  to  expiration  of  nine 


■'  .SV?f.-  supra  nolo  3  for  ii  discussion  ri!f>ardiii"  tin; 
iinploinontiilion  of  a  clian^o  to  incroaso  I’MMs' 
conliiuious  (|uotiiia  ohli^alions  to  ro(|uin! 
continuous  (iliiclronic  (juotos  in  llio  lessor  of 
of  tlio  non-adjustod  option  sori(!s  (»r  1(10%  of  llio 
non-adjust(!d  option  sorios  minus  one  |)ut-class  pair 
of  each  appointed  class. 

.See  Rule  l.t(ccc),  which  provides  that  a  llyhrid 
Markel-.Maker  will  he  deemed  to  have  provided 
“continuous  electronic  (piol(!s"  if  llu;  Hvhrid 
Markel-Mak(n  inovides  (declronic  two-sided  (piotes 
for  (Itt'Xi  of  the  time  that  the  Hvhrid  Market-Maker 
is  recpiired  to  jirovide  electronic  (piotes  in  an 
appointed  option  class  on  a  given  trading  day.  As 
discussed  ahove.  rule  llling  .SR-(;ii()K-2(ll2-(l(i4 
reduced  this  |iercenlage  of  time  from  a!l"/»  to  i)ll% 
(which  change  is  effective  hut  not  vet  oiierative.  and 
the  Exchange  expects  to  implement  in  conjunction 
with  this  iiroposed  rule  change).  Saa  supra  note  3. 

le  Rule  also  provides  that  if  a  technical  failure  or 
:  'litation  of  a  system  of  the  Exchange  prevents  the 
Hyorid  Market-Maker  from  maintaining,  or  prevents 
the  Hvhrid  Market-Maker  from  communicating  to 
the  Exchange,  timelv  and  accurate  electronic  (piotes 
in  a  class,  the  duration  of  the  failure  will  not  he 
considered  in  determining  whether  the  Hvhrid 
Market-Maker  has  satisfied  the  tl!l‘!'<>  (and  soon  to  he 
!l(l'/li)  (pioting  standard  with  respect  to  that  option 
cla.ss.  'I'he  Exchange  may  consider  other  exceptions 
to  this  continuous  electronic  (piote  ohiigation  based 
on  demonstrated  legal  or  regiilatorv  reipiireinents  or 
other  mitigating  circnm.stances. 

'■As  set  forth  in  RuleK.13((l),  PMMs  also  have  no 
(pioting  ohiigations  in  adjusted  option  .series,  which 
are  option  series  for  which,  as  a  result  of  a  corporate 
action  hy  the  i.ssuer  of  the  underlying  security,  one 
o|)tion  contract  in  the  .series  represents  the  deliverv 
of  other  than  Kill  shares  of  undoriving  stock  or 
Units. 


months  or  moro  from  flu:  (|itoting 
obligations  of  its  .streaming  (|iiot(;  traders 
(“.SQ'rs).  remote  .SQTs  (“R.SQ'I's”), 
directed  .SQTs  (“D.SQTs”)  and  directed 
R.SQTs  (“DRSQTs”).  the  PHLX  market 
particijiimts  generally  etjuivalent  to 
Market-Makers  (.SQTs  atul  R.SQTs)  and 
PMMs  (DSQTs  and  DRSQTs).'  The 
Exchange  believes  this  jtroposal  changes 
the  continuous  (juoting  ohiigation  of 
PMMs  so  that  PIVlMs  are  nujuired  to 
(juote  in  suh.stantially  similar  tvjtes  of 
series  as  e(]uivalent  market  jtarticijtants 
at  another  ojttions  exchange  and  is 
therefore  e.ssential  for  comjtetitive 
jturjto.ses.'*  CBOE  believes  it  is 
disadvantageous  to  PMMs  if  they  are 
subject  to  stricter  (juoting  nujuirements 
with  resjiect  to  their  continuous  (juoting 
obligations  than  ecjuivalent  market 
jtartieijrants  at  a  comjjeting  ojftions 
exchange. 

The  Exchange  also  notes  that  this 
jtrojjo.sed  rule  change  is  consistent  with 
the  ajtjtroach  in  current  Rule  .5.8,  which 
states  that  strike  jtrice  interval,  hid/ask 
differential  and  continuity  titles  will  not 
ajtjtly  to  eijuity  LEAP.S  until  the  time  to 
exjtiration  is  less  than  nine  months." 

'riie  Exchange  believes  the  jtrojtosed 
rule  change  will  continue  to  ensure  that 
PMMs  create  a  fair  and  orderly  market 
in  clas.ses  in  which  they  receive  PMM 
orders,  as  it  does  not  absolve  PMMs 
from  jtroviding  continuous  electronic 
(juotes  in  a  significant  jiercentage  of 
series  of  each  cla.ss  for  a  substantial 
jtoiiion  of  the  trading  day.  PMMs  must 
engage  in  activities  that  constitute  a 
cour.se  of  dealings  reasonably  calculated 
to  i.ontrihute  to  the  maintenance  of  a 
fair  and  orderly  market,  including  (1) 
Comjteting  with  other  Market-Makers  to 
imjtrove  markets  in  all  series  of  ojitions 
classes  comjirising  their  aiijiointments. 

(2)  making  markets  that,  absent  changed 
market  conditions,  will  be  honored  in 
accordance  with  firm  (juote  rules,  and 

(3)  ujidating  market  (juotations  in 


^.S(?(!  PHLX  Rule  l(ll4(h)(ii)(D)(4).  Addition.illy. 
whil(!  not  specified  in  its  rules.  Inl((rniiti()niil 
Se(:ni  iti(!s  Exclninge  ("I.SE")  Regulatory  Information 
(iircniar  2(H)()-241t  similarly  exclinkis  these  option 
series  from  tlu;  (|noting  ohiigations  of  competitive 
mark(!t-makers.  including  competitive  mark(!t- 
makers  thi(t  rec(!ive  pr(!f(!renc(!d  ()r(l(!rs.  the  I.SE 
market  participants  g(!nerally  (Hpiivahmt  to  PMMs. 
'I'Ik!  Exchange  notes  that  other  exchanges  e.xclmh! 
the.s(!  long-term  options  from  the  (pioting 
ohiigations  of  market  partieijiants  that  are 
(xpiivalent  to  head  Market-Makers  ("I.MMs")  or 
Designated  Primarv  Market-Makers  ("DPMs").  lint 
not  PMMs.  .See.  e.g..  .NY.S1-;  MKT  Options  Rule 
(I2.'>.INY.  Oommentarv  .01;  and  NY.Sfi  Area  Options 
Rule  0.3715.  (aimmentary  .01. 

“As  noted  helow.  PMMs  will  still  he  reipiired  to 
(piote  in  (piarterlv  options  series,  which  D.SQTs  and 
DR.SQ  I  S  are  not.’ 

“.Similarly.  Rule  24.!l(h)(l)(A)  stales  that  strike 
price  interval,  hid/ask  differential  and  contimiitv 
rules  will  not  apply  to  index  LEAPS  until  the  time 
to  expiration  is  less  than  twelve  months. 
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ro.sponso  to  changed  market  condition.s 
in  their  a])])ointe(l  options  classes  and  to 
assure  that  any  market  (piote  it  causes 
to  he  disseminated  is  accurate."’ 

The  relief  j)roj)o.sed  in  this  filing  is 
mitigated  hy  a  FMM’s  other  obligations. 
The  j)ropo,sed  ride  change  wonld  not 
excu.se  a  I’MM  that  is  jiresent  on  the 
trading  floor  from  its  obligation  to 
proviile  a  two-sided  market  complying 
with  the  hid/ask  differential 
rei|uirements  in  respon.se  to  any  reijuest 
for  (jiiote  hy  a  lloor  broker.  Trading 
Permit  Holder  or  PAR  Official.  ' '  The 
jiroposed  rule  change  would  also  not 
exiai.se  a  PMM  that  is  present  on  the 
trading  floor  from  its  obligation  to 
jiroviile  an  open  outcry  two-sided 
market  comjilying  with  the  hid/ask 
differential  reijuirements  in  response  to 
a  reipiest  for  a  ipiote  hy  a  Trading  Permit 
Holder  or  PAR  Official  directed  at  that 
Market-Maker  or  when,  in  response  to  a 
gimeral  reijuest  for  a  ijuote  hy  a  Trading 
Permit  Holder  or  PAR  Official,  a  market 
is  not  then  being  vocalized  hy  a 
reasonable  number  of  Market-Makers.'- 
Further,  the  jirojiosed  rule  change 
would  not  excuse  a  PMM  from  its 
obligation  to  submit  a  single  quote  or 
maintain  continuous  ijiiotes  in  one  or 
more  series  of  a  class  to  which  the  PMM 
is  ajjjHiinted  when  called  ujion  hy  an 
Fxchange  official  if.  in  the  judgment  of 
such  official,  it  is  necessary  to  do  so  in 
the  interest  of  maintaining  a  fair  and 
orderly  market.'-* 

The  |)ro])o.sed  rule  change  also  adds 
Interjiretation  and  Policy  .02  to  Rule 
8.13  to  clarify  that  while  Rule  8.13(d) 
does  not  require  a  PMM  to  jirovide 
continuous  electronic  quotes  in  LKAPS 
in  the  t:la.sses  for  which  it  receives 
Preferred  Market-Maker  orders,  a  PMM 
may  .still  receive  a  jiarticijiation 
entitlement  in  a  LEAPS  series  if  it  elects 
to  quote  in  that  series  and  otherwise 
satisfies  the  requirements  set  forth  in 
Rule  8.13(1)).  If  a  PMM  elects  to  ijuote 
in  a  LEAPS  series  in  one  of  its  j)referred 
clas.ses,  in  order  to  receive  the 
j)articij)ation  entitlement  in  that  series, 
the  PMM  must  still  he  ijuoting  at  the 
best  hid  or  offer  on  the  Exchange  and 
satisfying  its  other  obligations  set  forth 
in  Rule  8.13(h).  PMMs  already  receive 
|)artici|)ation  entitlements  in  series  they 
are  not  reijuired  to  ijiiote.  As  discussed 
above,  a  PMM  is  current Iv  reijuired  to 
j)rovide  continuous  electronic  quotes  in 
at  least  tK)%  of  the  non-adjusted  oj)tion 
series  of  each  class  for  which  it  receives 


">.Sf?<-KuU!«.7(;i)  iiiul  (1)). 

"  .SV;<?  Kuli!  H.7(il)(i)((:)  (n^latin^  In  a  r(!(|ui!sl  lor 
(|ii()tt!  hy  a  floor  hrokiT)  and  (ii)((3  (n!lating  to  n 
r(K|iU!st  lor  a  (|uoto  hv  a  Trading  Moldor  or 

I’AROIficial). 

.S’of  Kul(!  S.7(d)(iv). 

"Id. 


PMM  orders.'-'  If  the  PMM  elects  to 
quote  in  100%  of  the  non-adjusted 
series  iu  the  class,  it  will  receive  a 
jiarticijiation  entitlement  in  all  of  tho.se 
series  when  quoting  iit  the  best  j)rice, 
including  the  10%  of  the  .series  in 
which  it  is  not  required  to  quote.  Thus, 
under  the  j)roj)o.sed  rule  change,  the 
market  would  continue  to  function  as  it 
does  now.  The  Exchange  believes  this 
benefit  is  aj)j)roj)riate,  as  it  incentivizes 
PMMs  to  quote  in  as  many  .series  as 
jfossihle  in  the  classes  in  which  it 
receives  PMM  orders,  even  LEAPS, 
whic.h  Rule  8.13  does  not  require  them 
to  continuously  quote. 

The  Exchange  does  not  believe  that 
the  j)roj)o.sed  rule  change  would 
adversely  affect  the  quality  of  the 
Exchange’s  markets  or  lead  to  a  material 
decrea.se  in  liquidity.  Rather,  the 
Exchange  believes  that  its  current 
market  structure  with  its  high  rate  of 
j)articij)ation  by  Market-Makers  j)ermit.s 
the  j)roj)osed  rule  change  without  fear  of 
losing  liquidity.  This  is  esjiecially  true 
given  that  the  quoting  obligations  of 
LMMs.  DPMs,  and  electronic  DPMs  (“e- 
DPMs”)  in  Hybrid  ojition  clas.ses  set 
forth  in  Rules  8.1.5A.  8.8.5,  and  8.93. 
resjjectively,  will  still  aj)j)ly  to  LEAPS, 
so  the  Exchange  may  still  have  a 
disseminated  continuous  two-sided 
market  in  LEAPS.  Further,  the  Exchange 
believes  that  the  current  quoting 
obligation  in  LEAPS  is  a  minor  j)art  of 
PMMs’  overall  obligations,  so  the 
hurden  of  continuous  quoting  in  these 
series  hy  PMMs  while  DPMs  and  LMMs 
are  al.so  required  to  continuously  quote 
in  those  series  is  c.ounter  to  efforts  to 
mitigate  the  numher  of  quotes  collected 
and  disseminated.  The  Exchange  al.so 
believes  that  market-making  activity 
may  increa.se  as  a  result  of  adoj)ting  a 
j)ro\  ision  that  is  already  in  j)lace  at 
another  ojftions  exchange.  Additionally, 
the  Exchange  believes  that  the  j)roj)o.sed 
rule  change  to  clarify  that  PMMs  may 
still  receive  j)articij)ation  entitlements 
in  LEAPS  in  the  classes  for  which  they 
received  PMM  orders  in  which  they  are 
quoting,  even  though  Rule  8.13(d)  does 
not  require  the  PMMs  to  continuously 
quote  in  LEAPS,  will  inc.ent  PMMs  to 
quote  in  LEAPS,  which  may  increase 
liquidity  in  tho.se  cla.sses. 

The  Exchange  will  announce  the 
imjilementation  date  of  the  j)roj)o.sed 
rule  c.hange  in  a  Regulatory  (’.ircular  to 
he  jfuhlished  no  later  than  90  days 
following  the  effective  date.  The 
imj)lementation  date  will  he  no  later 
than  150  days  following  the  effective 
date. 


'■•.'Xs  ilisciissod  abovi!.  this  nhli^atinn  will  cluiiigi; 
upon  iinplinnonliition  ol  a  rcaaMil  nilo  clian^o.  See 
siipni  noli!  :i. 


2.  Statutory  Basis 

The  Exchange  believes  the  jirojiosed 
rule  change  is  consi.stent  with  the  Act 
and  the  rules  and  regulations 
thereunder  ajijilicahle  to  the  Exchange 
and,  in  jiarticular,  the  requirements  of 
.Section  0(1))  of  the  Act.'-'’  .Sj)ecifically, 
the  Exchange  believes  the  j)roj)o.sed  rule 
change  is  consi.stent  with  the  .Sec.tion 
0(1))(5)  "*  requirements  that  the  rules  of 
an  exchange  he  designed  to  j)revent 
fraudulent  and  manij)ulative  acts  and 
|)ractice.s,  to  jiromote  just  and  equitable 
j)riucij)les  of  trade,  to  foster  cooj)eration 
and  c.oordination  with  jier.son.s  engaged 
in  regulating,  clearing,  .settling, 
j)roce,ssing  information  with  re.sj)ect  to, 
and  facilitation  tran.sactions  in 
.securities,  to  remove  imj)ediments  to 
and  j)erfect  the  mechanism  of  a  free  and 
oj)en  market  and  a  national  market 
.system,  and,  in  general,  to  i)rotect 
investors  and  the  j)ul)lic  intere.st. 
Additionally,  the  Exchange  believes  the 
j)roj)osed  rule  change  is  consi.stent  with 
the  .Section  0(h)(5)  ''  requirement  that 
the  rules  of  an  exchange  not  he  designed 
to  j)ermit  unfair  discrimination  between 
customers,  issuers,  brokers,  or  dealers. 

In  i)articular,  the  Exchange  believes 
the  i)roj)o.sed  rule  change  j)romotes  just 
and  equitable  ])rincij)le.s  of  trade 
because  it  reduces  hurdens  and 
unnec.essary  re.strictivene.ss  on  PMMs. 
The  quoting  obligations  of  LMMs, 

DPMs.  and  e-DPMS  will  still  aj)j)ly  to 
LEAP.S.  which  the  Exchange  believes 
eliminates  the  risk  of  a  material 
decrease  in  liquidity  of  LEAPS.  The 
Exchange  still  imj)o.ses  many  obligations 
on  PMMs  to  maintain  a  fair  and  orderly 
market  in  their  aj)j)ointed  classes, 
including  obligations  to  ])rovide 
continuous  electronic  quotes  for  a 
significant  jiart  of  the  trading  day  in  a 
substantial  numher  of  series  of  each 
aj)j)ointed  cla.ss.  h’urther,  the 
elimination  of  PMMs’  continuous 
quoting  obligations  in  LEAP.S  is  a  minor 
c.hange  and  should  not  imj)act  the 
qualitv  of  CBOE’s  market.  Gon.sequentlv. 
continuous  quotes  in  these  series  by 
PMMs,  in  addition  to  DPMs  and  LMMs, 
increases  quote  traffic  and  hurdens 
.systems  without  a  corre.sj)onding 
benefit.  Thus,  hy  not  requiring  PMMs  to 
continuously  quote  in  LEAP.S,  the 
Exchange’s  j)roj)o.sed  rule  change  would 
further  the  Exc.hange’s  goal  of  measured 
quote  mitigation.  Additionally.  PMMs 
will  continue  to  he  obligated  to  quote 
the  series  when  reejuested  hy  a  lloor 
broker,  Trading  Permit  Holder,  or  PAR 
Official,  or  if  the  need  otherwise  arises. 


'M.5l)..S.t:.  7KI(I)). 

1.')  U..S.C:.  7«i(i))(.')). 
"Id. 
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Accordingly,  the  pr()})osal  siii)])orts  the 
(]iiality  of  CBOE’.s  markets  by  hel])ing  to 
ensure  that  FMMs  will  continue  to  he 
obligated  to  (luote  in  series  when 
necessary.  The  Exchange  believes  the.se 
changes  are  reasonable  and  are  offset  hv 
EMMs'  continued  nisponsihilities  to 
provide  significant  liepiidity  to  the 
market  to  the  benefit  of  market 
j)articipants.  In  addition,  the  pro])ose(l 
rule  change  removes  im])ediments  to 
and  allows  for  a  fr(!e  and  open  market, 
while  protecting  investors,  by 
promoting  additional  transparency 
regarding  PMMs’  obligations  and 
Ixmefits  in  the  Exchange  Rules.  In 
addition,  the  Exchange  believes  that  the 
projjosed  rule  t:hange  is  designed  to  not 
permit  unfair  discrimination,  as  the 
propo.sed  rule  change  |)rovides  the 
))roposed  relief  for  all  RMMs. 

Tlie  ])roj)osed  rule  change  to  clarify 
that  PMMs  may  still  receive 
participation  entitlements  in  LEAPS  in 
the  classes  for  which  they  received 
PMM  orders  in  which  they  are  quoting, 
even  though  Rule  8.13(d)  does  not 
recpiire  the  PMMs  to  continuously  quote 
in  LEAPS,  further  sujjports  the  (juality 
of  the  Exchange’s  trading  markets 
hecau.se  it  encourages  PMMs  to  cpiote  in 
Ll'iAPS.  which  ultimatelv  benefits  all 
investors.  This  benefit  is  oflset  by  the 
PMMs’  continued  (pioting  obligations 
and  the  fact  that  they  must  still  satisfy 
all  of  their  other  obligations  in  order  to 
receive  the  entitlement  in  these  “non- 
reijuired”  series.  The  Exchange  also 
believes  that  this  proposed  change  is 
consistent  with  its  current  practice, 
pursuant  to  which  PMMs  receive; 
participation  entitlements  in  additional 
series  in  which  they  elect  to  epiote  above 
the  minimum  ])ercentage  of  series  in 
which  they  are  reejuired  to  continuously 
quote  under  Rule  8.13. 

The  pro])osed  rule  change  is  also 
consistent  with  the  rules  of  another 
o])tions  exchange."*  The  proposed  rule 
change  requires  its  PMMs  to  ju’ovide 
continuous  cpiotes  in  the  same  types  of 
series  as  ecjuivalent  market  jjarticijjants 
at  a  comj)eting  options  exchange,  which 
the  Exchange  believes  coidd  increase 
market-making  activity  on  the 
Exchange. 

For  the  foregoing  reasons,  tin; 
Exchange  believes  that  the  balance 
h(;tween  the  benefits  jjrovided  to  and 
the  obligations  imposed  upon  PMMs  by 
the  pro])osed  rule  change  is  ap])ro})riate. 

B.  SHlf-Rngiildtory  Organi/Aiiion’s 
Stataiudni  on  Biirdon  on  (Joinpotition 

CIKIE  does  not  believe  that  the 
jjroposed  rule  change  will  imi)ose  any 
Inirden  on  competition  that  is  not 


Suf!  sti]mi  note  7. 


necessary  or  apjjropriate  in  furtherance 
of  the  ])uri)oses  of  the  Act.  The 
proposed  rule  change  jirovides  the  same 
relief  to  a  group  of  similarly  situated 
market  ])articipant.s — PMMs.  While 
other  typtts  of  Market-Makers  will  still 
ht;  retpiired  to  continuously  (juote  in 
LEAPS,  the  Exchange  believes  this  is 
not  unfairly  discriminatory,  as  its  Rules 
already  inqjose  different  obligations  on 
each  tyj)e  of  Market-Maker  based  on  the 
purposes  and  functions  of.  and  benefits 
received  by,  that  type  of  Market-Maker 
(a.g.  Market-Makers  are  already  not 
recjuired  to  continuously  quote  in 
LEAPS,  while  LMMs,  DPMs.  and  e- 
DPMs  are,  and  will  continue  to  h(;). 

(iI3()E  believes  that  the  proposed  rule 
change  will  in  fact  relieve  any  burden 
on,  or  otherwise  promote,  competition. 
The  Exchange  believes  the  projjosed 
rule  change  is  jirocompetitive  because  it 
would  enable  the  Exchange  to  ])rovide 
its  PMMs  with  rules  that  are  similar  to 
those  of  another  options  exchange 
a])])lic;at)le  to  equivalent  market 
participants  at  that  exchange.  The 
Excdiange  believes  this  will  promote 
trading  activity  on  the  Exchange  to  the 
benefit  of  the  Exchange,  its  Trading 
Permit  Holders,  and  market 
participants. 

C.  Solf-Bognlotoiy  Organization's 
Staiainant  on  Ooininants  on  tha 
Proposad  Bala  Changa  Bacaivad  From 
Mainhars.  Participants,  or  Others 

The  Exchange  neither  solicited  nor 
received  comments  on  the  proposed 
rule  change. 

III.  Date  of  ElTecliveness  of  the 
Proposed  Rule  (Change  and  Timing  for 
(Commission  Action 

Becau.se  the  foregoing  pro])osed  rule 
change  does  not: 

A.  Significantly  affect  the  })rotection 
of  inve.stors  or  the  public  intere.st; 

B.  Impo.se  any  significant  burden  on 
com])etition;  and 

CC.  Become  operative  for  30  days  from 
the  date  on  which  it  was  filed,  or  such 
shorter  time  as  the  (Commission  may 
designate,  it  has  become  effective 
pursuant  to  Section  19(h)(3)(A)  of  the 
Act  and  Rule  19h-4(f)((j)^" 
thereunder.  At  any  time  within  00  days 
of  the  filing  of  the  pro|)o.sed  rnh;  change, 
the  (Commission  summarily  may 
temporarily  su.s])end  such  rule  change  if 
it  app(;ars  to  the  (Commi.ssion  that  such 
action  is  neces.sary  or  a])])ropriate  in  the 
public  intere.st,  for  the  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  ])nrjK).ses  of  the  Act. 


'’'l.S  It.S.C.  78s(l))(3)(A). 
-"17  f.FR  240.1!)l)-4(l)((i). 


IV.  Solicitation  of  (Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  pro])osed  rule 
change  is  consi,stent  with  the  Act. 
(Comments  may  he  submitted  by  anv  of 
the  following  methods: 

Id  action  ic  (Join  men  ts 

•  Use  the  Commission’s  Internet 
comment  form  [http://\v\\  \v.sec.gov/ 
rnles/sro.shtml):  or 

•  Send  an  email  to  riile- 
comments@.sec.gov.  Please  include  File 
Number  SR-(CBOE-2 01 3-008  on  the 
subject  line. 

Paper  (Jomments 

•  Send  jiaper  comments  in  triplicate 
to  Elizabeth  M.  Murphv,  Secretarv, 
Securities  and  Exi:hange  Commission, 
100  F  Street  NE.,  Washington,  D(C 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-(CB()E-201 3-008.  This  file 
nundier  should  he  included  on  the 
subject  line  if  email  is  used.  To  help  the 
Commi.ssion  process  and  review  vour 
comments  more  efficiently,  ])lea.se  use 
only  one  method.  The  (Commission  will 
post  all  comments  on  the  (Commission’s 
Internet  Web  site  {htti)://\\’\v\\  .sec.gov/ 
rales/sro.shtml).  (Copies  of  the 
suhmi.ssion.  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  propo.sed  ride 
change  that  are  filed  with  the 
(Commission,  and  all  written 
communications  relating  to  the 
j)roj)osed  ride  change  between  the 
Commission  and  any  person,  other  than 
tho.se  that  may  he  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  IJ.S.C.  552,  will  he 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room.  100  E  Street  NE.. 
Washington,  DC  20549  on  official 
business  days  between  the  hours  of 
10:00  a. in.  and  3:00  p.m.  Copies  of  such 
filing  also  will  ht;  available  for 
inspection  and  copying  at  the  princijial 
office  of  the  Exchangt;.  All  comments 
received  will  he  jiosted  without  change: 
the  (Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  .submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR-(CB()E- 
201 3-008  and  should  he  submitted  on 
or  before  Februarv  15.  2013. 


5548 


Federal  Register/ Vol.  78,  No.  17 /Friday,  January  23,  2018 / Notices 


For  tlio  ('.oininission.  by  llu;  Division  of 
Trading  and  Markets,  pursuant  to  del(;gatod 
authority.-' 

Kevin  M.  O'Neill, 

Di'puty  Satrrtdiy. 
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Commission  is  jmblishing  litis  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  intere.sted  persons. 

1.  Self-Regulatory  Organi/.alion’s 
Statement  of  the  Terms  of  the  Siii)slanf:e 
of  the  Proposed  Rule  (ihange 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-68702;  File  No.  SR-CBOE- 
2013-002] 

Self-Regulatory  Organizations; 

Chicago  Board  Options  Exchange, 
Incorporated;  Notice  of  Filing  and 
Immediate  Effectiveness  of  a  Proposed 
Rule  Change  To  Amend  the  Fees 
Schedule 


The  Exchange  itrojtoses  to  amend  its 
Fees  Schedule.  The  text  of  the  projtosed 
rule  change  is  available  on  the 
Exchiinge's  VVeh  site  (hUp:// 
mvw.choc.coni/AhoiitCJBOhJ/ 
CAiOELdy^ulHdduhiloiylloimi.uspx],  at 
the  Exchange’s  Office  of  the  Secretary, 
and  at  the  (iommi.ssion. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
CJiange 


liinuiirv  18,  2013. 

Pursuant  to  Section  19(1))(1)  of  the 
,Securitie.s  Exchange  Act  of  1934  (the 
"Act”).'  and  Rule  19l)-4  thereunder,- 
notice  is  hereby  given  that  on  janiiarv  7, 
2013,  (ihicago  Board  Options  Exchange, 
Incor|)orat(id  (the  "Exchange”  or 
“CH()E”)  filed  with  the  Securities  and 
Exchange  Commission  (the 
“Commission”)  the  |)rojK)sed  rule 
change  as  described  in  Items  1.  II.  and 
III  below,  which  items  have  been 
j)rej)ared  hv  the  Exchange.  The 


In  its  filing  with  the  Commi.ssion,  the 
Exchange  included  statements 
concerning  the  purpose  of  and  basis  for 
the  })ropo.sed  rule  change  ami  discu.ssed 
any  comments  it  received  on  the 
ju'ojioseil  ride  change.  The  text  ofthe.se 
statements  may  he  examined  at  the 
places  sjiecified  in  Item  lY  below.  The 
Exchange  has  prepared  .summaries,  set 
forth  in  sections  A.  B,  and  (i  below,  of 
the  mo.st  significant  aspects  of  such 
statements. 


A.  S(;lf-H(idiil(ttoiy  Organization's 
Stutonwnt  of  t ho  Purposo  of.  and 
StatutoiY  Basis  for,  tho  Proposod  Bido 
Ohango 

1.  Pnr|K)se 

'flu;  Exchange  propo.ses  to  make  a 
mimher  of  amendments  to  its  Fees 
Schedule.  I'drst,  the  Exchange  jiropo.ses 
to  amend  the  fees  applicable  to  orders 
for  a  joint  hack  office  (“]BO”)  account 
to  he  cleared  into  the  Firm  range  at  the 
Options  (Hearing  Oorporation  (“JBO 
Orders”).  Until  November  1,  such  orders 
were  marked  with  the  “F”  origin  code 
ami  were  included  within  the  category 
of  (Hearing  Trading  Permit  Holder 
Proprietary  orders  (and  assessed  fees  as 
if  they  were  (Hearing  Trading  Permit 
1  lolder  Projn  ietary  orders).  As  of 
November  1.  the  Exchange  assigned  a 
new  origin  code  (“J”)  to  JBO  Orders,-* 
hut  continued  to  assess  the  .same  fees  for 
JBO  Orders  as  if  they  were  ("learing 
Trading  Permit  Holder  Proprietary 
orders.’' 

The  Exchange  now  projioses  to 
increase  the  fees  for  JBO  Orders  to  the 
same  amounts  as  are  as.ses.sed  to 
Professional  and  Voluntary  Profe.ssional 
orders  (except  for  .SPX  trades).-’*  This 
would  involve  increasing  the  following 
fees  for  JBO  Orders  (fee  amounts  are 
jier-contract); 


Product 

Execution  type 

Previous  fee 

New  fee 

Equity,  ETF,  ETN,  HOLDRs  and  Index  Options®  . 

Manual  (Penny  and  Non-Penny  Classes)  . 

S0.20 

$0.25 

Equity,  ETF,  ETN,  HOLDRs  and  Index  Options^  . 

Electronic  (Penny  and  Non-Penny  Classes)® . 

®0.20 

0.30 

Proprietary  Index  Options'® . 

All . 

0.25 

0.40 

SPX  Range  Options  (SRO)  . 

All . 

0.50 

0.80 

Credit  Default  Options  and  Credit  Default  Basket  Op¬ 
tions. 

All . 

0.20 

0.85 

The  Exchange  proposes  assessing  JBO 
Orders  these  increased  fee  amounts 
hecau.se  JBOs  do  not  have  the 
obligations  (such  as  memhershi])  with 
the  Options  Clearing  ("oriioration). 
significant  regulatory  burdens,  or 
financial  obligations,  that  Clearing 
Trailing  Permit  Holders  must  take  on. 
Further,  unlike  Clearing  Trading  Permit 
Holders,  JBOs  do  not  need  to  be 
Exchange  Trading  Permit  Holders. 
Instead.  JBOs  are  able  to  effect 


17(;FR  211(1. 3()-:i(n)(  12). 

'  l.S  ll-.s.c.  7Hs(l))(1). 

2  17  (■.l-R  240.1(ll)-4. 

‘ .SV.-c (3U)F  R(!»iiliil<)rv  (3n:iil:irs  R(;i2-1  18 
lAllf^u.sl  27.  2012)  iind  l<(:i2-i;i(i  (OcIoIhm  .S.  2012). 

-*  .SVi;  .S(!(:iiriti(!s  Fx(:li:in<>(!  .-Xcl  Ri!l(!iis(!  No.  OHIO.'! 
(NovfMillxir  0.  2012).  77  l-’R  07701  (NovcMilbor  13. 
2012)  (.SR-(:H01-;-201  2-008). 

'•.SI’X  is  Inidod  on  llio  Kx(;liiiii}>(!'s  Itvbiid  3.0 
syslom.  wliicli  dons  nol  nu:o<>niz(!  I’rotc.ssionid  anfl 
Voluiilary  I’rolctssioiial  ordcMs.  As  sucli. 
I’rolossional  and  Volunlary  Rrolossional  ordors  in 


transactions  on  the  Exchange  through  a 
Clearing  Trading  Permit  Holder.  As 
such,  JBOs  operate  more  like 
Profe.ssional  customers,  in  that  they  do 
not  possess  these  obligations  and  are 
merely  trading  for  them.selves. 

The  acts  of  a.ssigning  JBO  Orders  their 
own  origin  code  and  a.sse.ssing  them 
different  fee  amounts  from  Clearing 
Trading  Permit  Holder  Proprietary 
orders  (and  thereby  listing  JBO  Orders 
separately  from  ('Hearing  Trading  Permit 


.Sl’X  an;  assijssnd  Ilia  sami;  Ions  as  (aistomai-  .SI’X 
orders,  'riio  Fxclianga  instead  jji-oposcjs  In  assess  llie 
same  leiis  for  |H()  OrdtMs  in  .SI’X  llial  llie  l-Ncliange 
|)ro|)osc!s  to  assess  lor  |HO  Ordias  in  olher 
|)ro|>ri(4ary  index  opiions. 

"Kxdiuiing  .SI’X.  .SI’XW.  .SRO.  OFX.  XFO.  VIX 
and  VOl.A  TlblTY  INDFXF.S. 

n-;xduding  .SI’X.  .SI’XW.  SRO.  OFX.  Xl-X),  VIX 
and  VOI.A  I’II.ITY  INDFXI-iS. 

"  Induding  (d’l.l-iX  AIM  exeeiilions  ("AIM" 
slands  lor  the  Kxdiange's  Auloinat(!d  ImprovemenI 
Medianisin). 


Holder  Proprietarv  orders)  necessitate  a 
number  of  other  changes  to  the  Fees 
Schedule.  Hr.st,  footnote  11  of  the  Fees 
Schedule  states  that  the  Clearing 
Trading  Permit  Holder  Fee  Cap  in  all 
liroducts  excejit  SPX,  SRO,  VIX  or  other 
volatility  indexes,  OEX  or  XEO  (the 
“Fee  Cap”)  and  (H30E  Projn  ietary 
Products  Sliding  Scale  for  Clearing 
Trading  Permit  Holder  Projn  ietary 
Orders  (the  ".Sliding  Scale”)  ajijilies  to 
(Hearing  Trading  Permit  Holder 


”llns  proposod  ndo  diango  filing  also  |)i-oposos 
to  inensiso  llio  lo(!  lor  (loaring  I'rading  l’(!nnil 
lloldor  l’ropri(!lary  dordronic  oxocniions  (induding 
CI-'I.FX  AIM  oxocniions)  in  c^quily.  RTF.  l-ri'N, 
llOl.DRs  and  indox  o|)tions  (o.xdnding  SI’X.  .SI’XW. 
.SRO.  OI-;X.  XI-;0.  VIX  and  VOl.Al'II.ri'Y  INDFXFS) 
from  .S(l.2()  to  .SO. 2.')  pen-  contract.  As  such,  tho  fo(! 
for  )liO  Orchsrs  for  such  oxocntions  would  only  ho 
SO.O.’f  moro  p(M- contract  than  for  similar  (l(!aring 
I'rading  l’(!rmit  llofdm-  l’ropri(!tary  oxocntions. 

"’.SI’X.  SI’XW,  SRO.  ORX,  XI-;0.  VIX  and 
VOl.A  lll.ll'Y  INDRXI-S. 
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Frojiriotary  orders  (“F”  origin  code).  ^ 

(ixeept  for  orders  of  joint  hack-oifice  1^ 

(“jBO”)  particiiiants.  Footnote  12  of  the  j) 
Fees  Scliednle  also  states  that  the  a 

Clearing  Trading  Permit  Holder  i 

Proprietary  'fransaction  Fee  shall  he  i 

\vaiv(!d  h)r  (Clearing  1  rading  Permit  1 

1  lolders.  except  IBO  jjarticipants.  ^ 

executing  facilitation  orders  in  ; 

nndtiply-listed  FLEX  Options  classes.  ; 

Becan.se  )B()  Orders  are  no  longer  ( 

included  in  or  li.sted  with  (dealing  1 

d'rading  Permit  Holder  Projirietary  ! 

orders  on  the  Fees  Schedule,  there  is  no  : 
reason  for  them  to  he  excepted  out  in 
this  manner  (and  indeed,  it  would  he 
t:onfn.sing  to  do  so).  1  heretore.  the 
Exchange  proposes  to  remove  these 
references  to  )BO.s  from  footnotes  11  and 
12. 

Similarly,  footnote  12  caps 
transaction  fees  lor  a  numher  of  maiket 
partici|iants  (including  Clearing  1  rading 
Permit  Holders)  at  SI .000  for  all  (i) 
merger  strategies  and  (ii)  short  stoc:k 
interest  strategies  executed  on  the  same 
trading  dav  in  the  same  options  (da.ss. 
Footnote  12  also  caps  transaction  fees 
for  a  numher  of  market  participant.s 
(im. hiding  initiating  (dealing  1  rading 
Permit  Holders)  at  $2.'1,000  per  month 
for  all  merger  strategies,  short  stock 
interest  strategies,  reversals,  conversions 
and  jelly  roll  strategies  (together,  the 
“Strategy  Cajis”)-  As  hoth  oi  the.se 
Strategy  Cajis  apply  to  (dealing  1  rading 
Permit  Holders,  they  also  ajiplied  to  )B() 
Orders.  The  Exchange  wishes  to 
continue  to  ajijily  siudi  Strategy  (.ajis  to 
)BO  Orders.  As  such,  the  Excdiange 
pro])ose.s  to  explicitly  state  that  these 
Strategv  Caps  ajiply  to  IBO  participants. 

Footnote  14  states  that  the  Surcharge 
Fees  apply  to  all  non-inihlic  customer 
transactions  (/.c.  CBOE  and  non-Trading 
Permit  Holder  market-maker.  Clearing 
Trading  Permit  Holder  and  broker- 
dealer).  including  voluntary 
jirofessionals.  and  professionals. 

Because  IBOs  are  not  currently  stated 
exiilicitlv  in  footnote  14  (as  they  were 
imdudeci  within  the  category  of  Clearing 
Trading  Permit  Holder),  the  Extdiange 
now  proposes  to  add  a  relerenc:e  in  this 
footnote  in  order  to  cdarify  that  the 
Sundiarge  Fees  apjily  to  IBO  Orders. 


Footnote  19  applies  the  AIM  Agency/ 
Primary  Fee  to  a  variety  of  market 
liarticdpants  (imdiuling  Professionals 
and  Voluntary  Professionals)  for  orders 
in  all  products,  except  volatility 
indexes,  executed  in  AIM.  SAM  (the 
Excdiange’s  Solicitation  Auction 
Mecdianism).  FEEX  AIM  and  I'EEX  SAM 
auctions,  that  were  initially  entered  as 
an  Agency/Primary  Order.  Because  )BO 
Orders  could  he  entered  on  the  Agency/ 
Primarv  side  of  AIM.  SAM.  FLEX  AIM 
and  FLEX  SAM  auctions,  the  Exchange 
proj)oses  to  add  a  reference  to  )BO 
partici])ant  orders  to  footnote  19  to  state 
that  such  orders  will  he  .subject  to  the 
AIM  Agencv/Priniarv  Fee. 

The  Exchange  akso  proposes  to  aimmd 
its  fees  for  customer  transactions  in  VIX 
volatility  index  oi)tions  (“VIX  options”). 
Cnrrentiy.  all  cu.stc)mer  VIX  options 
tran.sactions  incur  a  fee  of  $0.40  per 
contract.  The  Exchange  proposes  to 
low(M-  the  fee  for  cu.stomer  transactions 
in  VIX  ojitions  whose  j)remium  is  less 
than  $1 .00  to  $0.25  per  contract,  and 
raise  the  fee  for  customer  transactions  in 
VIX  options  whose  ])reminm  is  greater 
than  or  ecpial  to  $1.00  to  $0.45  per 
contract.  The  purpose  of  these  proposed 
changes  is  to  provide;  gr(;ati;r  incentives 
for  customers  to  trade  VIX  ojjtions.  Mo.st 
;  of  the  VIX  options  currently  trading  are 
below  a  pri;mium  of  $1.00  (due  to  the 
h)W  ])rice  of  the  underlying  index),  so 
the  lowered  h;e  will  encourage;  me)ie; 

I  treieling  e)f  suedi  e)ptie)ns.  Ihe;  ine:re;ase;  e)l 
the;  fe;e  fe)r  eaisteaner  transaelieens  in  VIX 
e)i)tions  wheese;  premium  is  greater  than 
e)r  e;eiual  to  $1.00  is  he;ing  utilize;el  in 
e)rele;r  te;  aediieve  .se)me;  le;vel  e)f  re;ve;nue; 
halane-.e;  in  ce)nne;e:tie)n  with  the;  lowe;re;el 
fee;  for  eai.stomer  transactiems  in  VIX 
e)])tie)n.s  whose  premium  is  le;s.s  than 
},  $1.00.  On  the;  whole,  the;  Exedumge 

expeeds  the  ])e;r-e:ontrae:t  fee  lor  all 
eai.stome;r  VIX  e)ptie)n.s  tran.sactie)ns  te; 
eleeaease;  elue  te;  these  two  edianges. 

The  Exediange  prejjKJ.ses  to  ineaease 
the  SPX  (inclueling  SPXW)  Index 
Lie;en.se  Sure:harge  Fe;e  (the;  “SPX 
g  Surediarge”)  freem  $0.10  per  e:e)ntract  te; 

$0.12  per  e;e)ntrae:t  (anel  from  $0.20  i)e;r 
;  eaentraed  te;  $0.20  per  eaintract  for  SPX 
Range;  Oi)tions). ' '  The;  Exediange 
liea;nse;s  fremi  Stemelarel  &  Pe)e)i  s  the; 


right  to  e)ffe;r  an  inelex  o])tion  ])roelue:t 
hciseel  e)n  the;  S&P  500  inelex  (that 
proehud  being  SPX  anel  eether  SPX-h.iseel 
inelex  oj)tie)n  ])re)elueds).  In  orde;r  to 
re;ea)up  the;  ea).sts  e)f  the;  SPX  lie:e;n.se;.  the; 
Exeduenge;  as.ses.ses  the  SPX  Surediarge. 
However,  the  ea)st  e)f  that  lie.en.se  wea  ks 
e)Ut  te)  me)re;  them  the;  eairre;nt  .SPX 
Suredieirge  ameeunt  of  .$0.10  pe;r  SPX 
e-.ontraed  traeleel  (or  even  the;  i)re)pe)se;el 
SPX  Surediarge;  amount  e)f  .$0.12  i)e;r 
e;ontraed).  se;  the  Exediange;  ends  up 
suhsielizing  that  .SPX  lie:ense  e:e)st.  Ihe; 
Exediemge  the;re;fe)re  pre)i)e)se;.s  te)  ineaease 
the;  SPX  Surediarge;  freem  .$0.10  pe;r 
e;ontract  to  $0.12  per  e-.ontraed  in  e)rele;r 
te)  re;ea)uj)  me)re;  e)l  the  e:e)sts  a.sse)eaate;el 
with  the  SPX  lie-.ense.  The  Exediange  will 
still  he;  suhsielizing  the  e:ost.s  of  the;  SPX 
lieiense. 

The  Exediange;  also  i)roi)Ose;s 
inea'e;eising  the;  fe;e;  eissesse;el  tei  Cle;aring 
Traeling  Permit  He)lele;r  Pre)i)rie;tary 
eirders  fe)r  e;h;edronic  executions 
(inedueling  (^FLEX  AIM  euiel  hLEX 
(Iptiems)  in  e;e|uity.  Ell*.  ETN  HOLDRs 
anel  inele;x  eiptieins  fremi  .$0.20  per 
eamtraed  to  $0.25  jier  e-.emtraed.  This 
ediange  is  pre)pe)se;el  elue  te)  ea)nipe;titive; 
re;ase)ns  anel  te)  he;tte;r  re;fle;ed  the;  e-.eists 
asseeeaateel  with  suppeerting  a  large;r 
nunihea  e)f  option  e:la.sse;.s.  optieeii  series, 
anel  e)ve;rall  transaedieen  ve)hnne;s  that 
have;  gre)wn  e)ve;r  time;.  r'urthe;r.  this 
ineae;ase;el  cnne)unt  is  within  the;  lange;  e)I 
fe;e;.s  assesseel  for  similar  transaedieens  e)n 
e)ther  e;xediange;.s. 

The;  Exediange;  also  jiropei.ses  te)  ainenel 
its  Liejuielity  Pre)viele;r  Slieling  Se:ale;. 
whie-.h  a]i])lies  te)  Licjuielitv  Pre)viele;r 
(CBOE  Market-Maker.  DPM,  e-DPM  .mel 
EMM)  transaedie)!!  fe;es  in  all  pre)elueds 
except  SPX.  SRO.  VIX  e)r  other  ve)latility 
inele;xe;s.  OEX  or  XEO.  A  Lupiielity 
Proviele;r's  stanelarel  per-e'.ontrae-.t 
transaediem  fe;e;  shall  he  re;ehie:e;el  te)  the; 
fe;e.s  shown  on  the  Lie]uielity  Preivieler 
Slieling  Se:ale  as  the  Liepiidity  Provieler 
re;ae;hes  the  exmtraed  volume  thresholels 
shown  e)n  the;  Liepiielity  Preevieler  Slieling 
.Se:ale;  in  a  nieenth.  The  Exediange 
pre)j)e)se;.s  te)  ame;nel  the;  tie;r  veelume; 
thre;she)lels  jmel  Ie;e;.s  fe)r  e;aedi  tie;r  as 
feellows: 


Current  volume  threshold 
(contracts  per  month) 


Proposed  volume  threshold 
(contracts  per  month) 


Current  fee  Proposed  fee 

(per  contract)  (per  contract) 


^  ..  1-51.000  .  1-100,000  . 

I . . 51.001-810,000 . 1 100,001-2.000.000 


' '  Tho  oxposurti  provided  hy  Range  Options  is 
(■quiv.ilonl  lo  lour  option  ))osilions.  As  .slid),  tho 
Kxdiango  dotunninod  to  assoss  an  .Sl’X  Range 
Options  Surcharge  Fee  oi  twice  the  amount  of  tlui 
Sl’X  Surdiarge  (.See  .Seeuritins  Kxdiange  Act  ^ 
Release  No.  (i7777  (September  4.  2012).  77  I-'R 
5.1515  (Se|)tenit)er  10.  2012)  (.SR-(.ll()b-201 2-084)). 


As  the  Kxdiange  hereby  iiroiioses  to  increa.se  tlie 
amount  of  the  .Sl’X  .Surcharge,  the  Kxi.hange^ 
corresimndingly  ))roposes  to  increase  the  Sl’X 
Range  Options  Surdiarge  Kee  by  llie  .same 
proiiortion. 

Kxcluding  Sl’X.  .Sl’XW.  SRO.  OKX,  XKO.  VIX 
and  VOI.ATIKITY  INllKXliS. 


c<’rli(;  International  Securities  Kxdiange.  l.KC. 
("ISK")  as.se.sses  a  Taker  lee  ol  SO. 83  per  contract 
fur  linn  proprietary  orders  in  select  symbol  (.see  ISK 
.Schedule  of  Fees.  Section  I).  The  NASDAQ  OMX 
I’lll.X  KKO  (  -I’lll.X  ')  assesses  a  Taker  lee  ol  S0.45 
per  contract  for  firm  orders  (.see  I’llKX  I’ricing 
.Schedule.  .Section  lA). 
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Tier 

Current  volume  threshold 
(contracts  per  month) 

Proposed  volume  threshold 
(contracts  per  month) 

Current  fee 
(per  contract) 

Proposed  fee 
(per  contract) 

3 . 

810,001-2,055,000  . 

2,000,001-4,000,000  . 

0.15 

0.10 

4  . 

2,055,001-3,285,000  . 

4,000,001-6,000,000  . 

0.10 

0.05 

5  . 

3,285,001-6,300,000  . 

6,000,001+  . 

0.03 

0.03 

6 . 

6,300,001+  . 

Tier  6  eliminated  . 

0.01 

Not  applicable 

The  |)urj)ose  of  amending  tlie  tier 
volume  tliresliolds  ami  iee.s  for  such 
tiers  is  to  adjust  for  current  volume 
trends  and  demographics  across  the 
hi(|uidity  Provider  |)0])ulation  and  to 
rationalize  hies  across  that  population. 

The  Exchange  also  proposes  to  amend 
som»!  of  the  language  in  footnote  10  t)f 
the  Fees  Schedule  regarding 
prepayment  for  the  Liquidity  Provider 
.Sliding  .Scale.  First,  the  Exchange 
jnoposes  to  delete  the  prepayment 
amounts  listed  in  footnote  10.  as  they 
will  not  he  relevant  due  to  the  projjosed 
changes  to  the  tier  volume  thresholds 
and  fees  for  each  tier  that  are  discussed 
above.  Those  ])rej)ayment  amounts 
listcul  functionally  recpiired  prepayment 
of  annual  fees  for  the  first  two  tiers  of 
the  Li(|uidity  Provider  .Sliding  Scale  in 
order  to  (pialify  for  tiers  3  and  above  of 
the  l,i(piidity  Provider  .Sliding  .Scale. 
The  Exchange  j)ropo.ses  to  delete  the 
listed  pre])ayment  amounts  and  instead 
jn.st  list  the  tier  nnmhers  themsidves. 

The  Exchange  also  j)roj)oses  to  removt; 
the  nupiirement  that  a  prej)ayment  for 
the  entire  year  he  made  for  the  first  two 
tiers  of  the  Licpiidity  Provider  .Sliding 
.Scale  in  order  for  a  Licjuidity  Provider 
to  he  eligible  for  the  fees  ajiplicahle  to 
tiers  3-5  of  the  Liipiidity  Provider 
.Sliding  .Scale.  This  means  that  a 
Licpiidity  Provider  will  no  longer  he 
])rohil)ited  from  being  eligible  for  the 
fees  apjjlicahle  to  tiers  3-5  if  the 
Licpiidity  Provider  did  not  jirepay  for 
the  first  two  tiers  for  the  entire  vear. 
Instead,  a  j)rei)ayment  can  he  made  for 
the  first  two  tiers  of  the  Licpiiditv 
Provider  .Sliding  .Scale  at  any  time 
during  the  year  to  he  eligible  for  the  feef 
applicable  to  tiers  3-5  for  the  remaindei 


of  the  year.  The  amended  statement  will 
read  that  “A  Licpiidity  Provider  can 
elect  to  prejiay  to  he  eligible  for  the  fees 
applicable  to  tiers  3-5  of  the  sliding 
.scale  for  the  remainder  of  the  year  at 
any  time  during  the  year,  hut  such 
jirepayment  (and  eligibility)  will  only  he 
aj)j)lied  jjrospectively  for  the  remainder 
of  the  year."  The  purpose  of  this 
proposed  change  is  to  make  it  easier  for 
Licjuidity  Providers  to  cpialify  for  the 
lower  fees  in  tiers  3-5  without  having 
to  |)re-commit  to  the  entire  vear.  The 
Exchange  also  propo.ses  to  delete  the 
statement  that  "If  a  Licpiidity  Provider 
prepays  annual  fees  for  the  first  four 
tiers  of  the  sliding  scale,  the  Licpiidity 
Provider  will  rec:eive  a  .S4  lO.ttOO 
])repayment  cliscxnmt  (total  amount  of 
the  prepayment  will  he  S5.()()7,H40)”. 
The  Exchange  projicises  deleting  this 
prepayment  clisc;onnt  for  economic: 
reasons  and  to  allow  the  Exc;hange  to 
retain  fees  in  order  to  manage  Exchange 
administrative  and  regulatory  expenses. 

The  Exc;hange  ])ro|)C)ses  to  amend  any 
referenc;es  in  the  Fees  iSc:hechile  to 
CB()Ec//mc;/  to  refer  to  CBOE  (iommand. 
as  the  manner  through  whic:h  'frading 
Permit  Holders  ("'rPHs”)  c:onnect  to  the 
CBOE  .System  is  now  c:alled  (iBOE 
(iommand.  .Snc;h  referenc;es  c;an  he 
found  in  the  title  of  the  table  de.scrihing 
(ionnec:tivity  (ihargc^s.  in  the  notes  to  the 
Volume  lnc:entive  Plan  table,  and  in 
footnote  27.  All  will  he  ujjclated  to  refer 
to  CBOE  Command  in.stead  of 
CBOEc/hec;/. 

The  Exchange  akso  jirojioses  to  amend 
its  connc^c:tivity  fecis.  in  order  to  c;c)nnec:t 
to  (330E  Command.  whic;h  allows  a 
TPH  to  trade  on  the  CBOE  .System,  a 
TPH  mu.st  connec:t  via  either  a  CMl  or 


f'lX  interface  (depending  on  the 
c:c)nfiguration  of  the  TPlFs  own 
.systems).  For  TP!  Is  that  c:c)nnec:t  via  a 
CMl  interface.  thc;y  nni.st  use  ClMl  CAS 
.Servcirs.  The  Exchange  jn'ojio.ses  to  state 
that,  for  every  15  Trading  Permits  that 
a  TPl  1  that  ac:ce.sses  (]BOE  Command  via 
(;M1  holds,  that  'I’PH  rec:eives  one  CAS 
.Server  (|)lns  one  total  hac:kup  (]A.S 
.Server  regardless  of  the  numher  of 
Trading  Permits  that  the  TPH  holds).  If 
a  TPH  elec:ts  to  conncict  via  an  extra  CMl 
{’A.S  .Server  (in  order  to  segregate  TPH 
users  for  business  or  availability 
purposes)  heyoncl  the  TPH’s  allotted 
numher  of  CMl  CAS  .Servers  (based  on 
the  numher  of 'frading  Permits  the  'fPH 
holds),  that  TPH  will  he  assessed  a  fee 
of  Si ().()()()  per  month  for  eac:h  extra  (^Ml 
CA.S  .Server.  The  Exc:hange  will 
aggregate  the  Trading  Permits  from 
affiliated  TPHs  ('fPHs  with  at  least  75% 
c:ommon  ownership  between  the  firms 
as  reflected  on  eac.h  firm’s  Form  BD. 
.Schedule  A)  for  ])ur])ose.s  of 
determining  the  numher  of 'frading 
Permits  a  'fPH  holds,  'fhe  pur])o.se  of 
this  jiroposed  change  is  to  manage  the 
allotment  of  ('.Ml  (]A.S  .Servers  in  a  fair 
manner  and  to  prevent  the  Exc:hange 
from  being  recjuireci  to  exjiend  large 
amounts  of  resc)nrc:es  (the  provision  and 
management  of  the  CMi  CA.S  .Servers 
c:an  he  co.stly)  in  order  to  jirovide  TPHs 
with  an  unlimited  amount  of  CMl  C'.A.S 
Servers,  'fhe  purpose  of  the  fee  for  extra 
C]M1  CA.S  .Servers  is  to  c;over  the  c;ost.s 
related  to  the  provision,  management 
and  ui)kee|)  of  such  CMl  CAS  Servers. 

'fhe  Exc;hange  also  propo.ses  to  amend 
its  Non-.Standarcl  Booth  Rental  Fees  for 
booths  on  the  trading  floor  as  follows: 


Length  of  lease 

1  year 
(current) 

1 - 

1  year 
(proposed) 

2  years 
(current) 

2  years 
(proposed) 

3  years 
(current) 

3  years 
(proposed) 

Booth  Size 

Per  Sq.  Ft. 

Extra-Large  (1(X)0  sq.  ft.  or  greater) . 

1 

S5.50 

2.83 

5.34 

2.75 

5.23 

2.69 

Large  (800-999  sq.  ft.)  . 

8.00 

4.12 

7.76 

4.00 

7.60 

3.91 

Medium  (401-799  sq.  ft.) . 

9.50 

4.89 

9.22 

4.74 

9.03 

4.65 

Small  (400  sq.  ft.  or  less)  . 

15.00 

7.72 

14.55 

7.49 

14.25 

7.33 

As  previously  |sic:|,  the  fees  for 
c:c)mmitting  to  a  longer  lease  are  lower 
than  those  for  c:ommitting  to  a  one-vear 
lease  (the  fee  for  a  two-year  lease  is  97% 
of  the  fee  for  a  one-year  lease,  and  the 


fee  fora  three-year  lease  is  95%  of  the 
fee  for  a  one-year  lea.se;  the  projiortions 
remain  the  same  for  the  lowered 
prc)j)c).secl  fees).  The  Exc:hange  projioses 
lowering  the  Non-.Stanclard  Booth 


Rental  fees  in  order  to  enc:c)urage  rental 
of  booth  spac:e  on  and  around  the 
Exc:hange  trading  floor. 

'fhe  Exc:hange  also  proposers  to  amend 
the  VVeh(3<D'^M  fees  listed  on  its  Fees 
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.Schodulo.  .Such  foes  are  collectcid  and 
rolainod  by  the  Financial  Industry 
R(!{>idatory  Authority,  Inc.  (“FINRA”) 
via  the  \Vel)(;RD^^'  registration  sy.stein 
for  the  registration  of  associated  ])ersons 
of  Fxchange  'flMts  and  I’l^ll 
organizations  that  are  not  also  FINRA 
inenihers.  'I'lie  Fxchange  merely  lists 
such  lees  on  its  Fees  Schedule.  MNRA 
recently  filed  a  j)roj)osed  rule  change  to 
incnia.se  a  nninher  ofthe.se  fees  (the 
“FINRA  Fee  Change"). '■*  The  FINRA 
Fee  Change  increa.ses  the  FINRA  Non- 
Meniher  Processing  Fee;  from  .S8.5  to 
.$100,  the  FINRA  Annual  .System 
Processing  Fee  As.sessed  only  during 
R(!ne\vals  from  $30  to  .$45,  and  the 
FINRA  Disclosure  Processing  F^ee  from 
$95  to  $110.  The  FINRA  Fee  Change 
al.so  applies  the  FINRA  Disclosure 
Processing  Fee  (which  already  applied 
to  Form  11-4  and  11-5  filings  and  their 
amendments)  to  Form  I3D  filings  and 
corresj)onding  amendments. 

'file  F'INRA  Fee  Change  also  amended 
FdNRA’s  F’ingerprint  Processing  F’ees.  In 

2012.  F’lNRA  only  offered  one  .set  of  fees 
($27.50  for  the  initial  submission, 

$13.00  for  the  second  submission,  and 
$27.50  for  the  third  suhmi.ssion).  For 

2013,  F3NRA  is  offering  two  sets  of  fees. 
F’or  fingerj)rints  submitted  on  pa])er 
card,  the  fees  will  hi;  .$44.50  per  initial 
suhmi.ssion,  $30.00  per  second 
suhmi.ssion,  and  .$44.50  per  third 
suhmi.ssion.  For  fingerprints  submitted 
electronically,  the  fees  will  he  .$29.50 
per  initial  suhmi.ssion,  $15.00  per 
second  suhmi.ssion,  and  $29.50  per  third 
suhmi.ssion.  The  FINRA  Fee  Change  also 
increa.ses  from  $13.00  to  $30.00  the 
fingerjjrint  inocessing  fee  for  those 
.submitted  by  TPHs  or  TPH 
organizations  on  behalf  of  their 
associated  persons  who  had  had  their 

jn  ints  ])roce.ssed  through  a  self- 
regulatorv  organization  other  than 
FINRA. 

2.  Statutory  Basis 

The  Exchange  heliex'es  the  projjosed 
rule  change  is  consi.stent  with  the  Act 
and  the  rules  and  regulations 
thereunder  ajjplicahle  to  the  F^xchange 
and,  in  particular,  the  requirements  of 
.Section  0(h)  of  tin;  Act.'-’’  .Specificallv, 
the  Exchange  heli(;ve.s  the  pro|)osed  rule 
change  is  consi.stent  with  the  Section 


.Socuriliiis  Oxchaii^t!  Act  Ki!l(!as(!  No.  07247 
()uno2.').  2012)  77  I  K  SHHliti  (|mio  2!).  2012)  (.SK- 
l''INKA-2()12— 020).  TIio.si!  now  liuis  and  Idc!  amounts 
an;  discus.sod  in  KINRA  Ko}>uIatorv  Notice  12-32. 
availa)))o  at  hHp  J/w  ww.fitmi.in'n/hidiistn'/ 
H(};^ulalian/Molicos/2()I2/PI272-i().  and  arc  listed  in 
the  iistinj;  of  FINK, A 's  2013  Ke”ulatorv  Fees, 
availalile  on  the  FINKA  Weh  site  at  hWp:/ / 
\v\v\v.liniit.()rg/lniliistr\'/(:onii)li(in(:a/lio}>islrali<)n/ 
l',HD/Filiiip,Chiidtiin:o/Plf)72(Hi. 

'■’1.1  ll..S.(;.  7«l(t)). 


0(h)(5)  requirements  that  the  rules  of 
an  exchange  he  designed  to  prevent 
fraudulent  and  manipulative  acts  and 
])ractice.s,  to  promote  jii.st  iind  itiiuitahle 
lirinciples  of  trade,  to  foster  cooperation 
and  coordination  with  |)er.son.s  engaged 
in  regulating,  clearing,  settling, 
proce.ssing  information  with  re.s|)ect  to, 
and  facilitation  transactions  in 
securities,  to  remove  impediments  to 
and  perfect  the  mechanism  of  a  free  and 
ojien  market  and  a  national  market 
sy.stem,  and,  in  genenil,  to  protect 
investors  and  the  public  interest.  The 
lixchange  also  believes  the  proposed 
rule  change  is  consistent  with  .Section 
()(1))(4)  of  the  Act,'^  which  jirovides  that 
Exchange  rules  may  provide  for  the 
equitable  iillocation  of  reasonable  dues, 
fees,  and  other  charges  among  its 
Trading  Permit  Holders  and  other 
jiersons  using  its  facilities. 

Increasing  the  fee  amounts  for  JBO 
Orders,  as  de.scrihed  in  Item  3(a)  above, 
is  reasonable  because  the  amounts  of  all 
such  fees  are  within  the  range  of  fees 
asse.ssed  to  other  market  participants  for 
the  same  types  of  transactions. 
.Specifically,  the  proposed  amounts  of 
the  increa.sed  fees  are  eijuivalent  to  the 
amounts  of  such  fees  as.sessed  to 
Professionals  and  Volimtiirv 
Profe.ssionals  (except  for  .SPX  tnides). 
Assessing  JBO  Orders  the  increa.sed  fee* 
amounts  (the  same  amounts  as 
Profe.ssionals  and  Voluntarv 
Profe.ssionals)  is  eijuitahle  and  not 
unfairly  discriminatory  because  JBOs  do 
not  have  the  obligations  (such  as 
membership  with  the  Options  Clearing 
(iorporation),  significant  regulatory 
burdens,  or  financial  obligations,  that 
Clearing  Trading  Permit  Holders  must 
take  on.  Further,  unlike  Clearing 
Trading  Permit  Holders,  JBOs  do  not 
need  to  he  Exchange  Trading  Permit 
Holders.  Instead,  jBOs  are  able  to  effect 
transactions  on  the  Exchange  through  a 
Clearing  Trading  Permit  Holder.  As 
such,  JBOs  operate  more  like 
Profe.ssional  customers,  in  that  they  do 
not  ]K)s.sess  these  obligations  and  are 
merely  trading  for  them.selves. 

Removing  referenc(;.s  in  footnotes  11 
and  12  of  the  Fees  .Schedule  that  exce])t 
JBO  Orders  out  of  Clearing  Trading 
Permit  Hold(;r  Proprii'tarv  orders  for  the 
sake  of  the  Fee  Ca])  and  the  .Sliding 
Scale  eliminates  potential  inve.stor 
confusion,  since  JBO  Orders  no  longer 
are  marked  with  the  “F”’  origin  code, 
included  within  the  categorv  of  Clearing 
Trading  Permit  Holder  Proprietarv 
orders,  or  assessed  fees  as  if  thev  wen; 
Clearing  Trading  Permit  Holder 
Proprietary  orders.  This  elimination  of 


"■ui  ii..s.(:.  7al(l))(,'')). 

'n.A  ll..S.(:.  7Hl(t))(4). 


inve.stor  confusion  removes 
impediments  to  and  perfects  the 
mechanism  of  a  free  and  oj)en  market 
and  a  national  market  system,  and,  in 
general,  jirotects  investors  and  the 
public  interest.  .Similarly,  exj)licitly 
stating  that  JBO  Orders  (which,  because 
they  were  marked  with  the  "F”’  origin 
code  and  a.sse.ssed  fees  as  if  th(;v  were 
(dealing  Trading  Permit  Holder 
Proprietary  orders,  have  been  subject  to 
the  Strategy  Caps  and  Surcharge  Fees) 
will  still  he  subject  to  the  .Strategy  Caps 
and  Surcharge  Fees  al.so  prevents 
investor  confusion,  thereby  removing 
impediments  to  and  |K;rfecting  the 
mechanism  of  a  free  and  open  market 
and  a  national  market  sy.stem,  and,  in 
general,  protecting  investors  and  the 
inihlic  interest. 

Applying  the  AIM  Agency/Primarv 
Fee  to  the  orders  of  JBO  participants 
(JBO  Orders)  is  rea.sonahle  because  the 
amount  of  the  AIM  Agency/Primarv  F’ee 
will  he  the  same  for  JBO  (Drders  as  it  is 
for  the  orders  of  other  market 
participants  to  whom  the  AIM  Agency/ 
ITimarv  Fee  applies.  Ajjplying  the  AIM 
Agency/Primarv  Fee  to  the  orilers  of  JBO 
jiarticipants  is  equitable  and  not 
unfairly  di.scriminatorv  hecau.se  the  AIM 
Ageucy/Primary  F’ee  ajijilies  to  other 
market  participants  who  reasonahlv 
could  he  foreseen  as  entering  an  order 
on  the  Agenev/Primarv  side  of  AIM, 
SAM.  FLEX  7\IM  and  FLEX  SAM 
auctions. 

The  proposed  changes  to  the  customer 
VIX  options  tran.saction  fees  are 
rea.sonahle  hecau.se  the  amounts  of  the 
new  fees  are  within  the  range  of  fees 
as.sessed  for  customer  transactions  in 
other  (iBOE  proprietary  inoducts. 
Indeed,  the  fee  for  customer  transactions 
in  .SPX  options  whose  jiremium  is  le.ss 
than  .$1.00  is  $0.35  jier  contract,  and  the 
fee  for  customer  transactions  in  .SPX 
options  whose  ])remium  is  greater  than 
or  equal  to  $1.00  is  $0.44  per  contract. 
'Fhe  proposed  changes  to  the  customer 
VIX  options  transaction  fees  are 
ecpiitahle  and  not  unfairly 
di.scriminatorv  because  they  are 
designed  to  attract  greater  cu.stomer 
order  flow  to  the  Exchange.  This  would 
bring  greater  liipiidity  to  the  market, 
which  benefits  all  market  particijiants. 
(Customer  fees  for  VIX  o|)tion.s  will  .still 
he  below  than  those  a.ssi;.ssed  to  broker- 
dealers  and  non-Trading  Permit  Holder 
Market-Makers  (among  other  market 
participants)  because  customers  are  uot 
assessed  a  .Surcharge  F’ee  for  VIX 
options  tran.sactions. 

Assessing  a  higher  fee  for  customer 
tran.sactions  in  VIX  options  who.se 
inemium  is  greater  than  oreiiual  to 
$1.00  than  for  customer  transactions  in 
VIX  ojjtions  whose  premium  is  less  than 
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Sl.OO  is  e(|uitai)le  and  not  unfairlv 
discriminatorv  because  the  Fxcliange 
expects  the  per-contract  fee  for  all 
customer  VIX  options  transactions  to 
(hicrease  due  to  these  two  changes.  Most 
VIX  options  have  a  preiniuin  below 
$1.00.  so  the  lowered  tee  will  encourage 
more  trading  of  such  ojjtions.  TIk; 
increase  of  the  fee  for  customer 
transactions  in  VIX  options  who.se 
premium  is  gnxiter  than  orecpial  to 
.Sl.OO  is  luMiig  utilized  in  order  to 
at;hieve  some  level  of  revenue  balance 
in  connection  with  the  lowered  fee  for 
customer  tran.sactions  in  VIX  options 
whose  premium  is  less  than  Sl.OO. 
I’urther.  the  Exchange  cnrrentlv  offers 
different  fees  ilepending  on  the 
premium  for  customer  tran.sactions  in 
SPX  options  (as  descrihed  in  the 
previous  para”raj)h). 

Increasing  tlie  SPX  Surcharge  (and 
SPX  Range  Options  .Surcharge  Fee)  is 
rea.sonahle  because  the  Exchange  still 
pays  inon;  for  the  SPX  license  than  the 
amount  of  the  ])roj)o.s(Kl  .SPX  .Surcharge 
(meaning  that  the  Exchange  is,  and  will 
still  he.  sul)sidizing  the  costs  of  the  .SPX 
license).  This  increase;  is  eeiuitable  and 
not  unfairlv  discriminatorv  because  the 
imaea.sed  amount  will  he;  ii.sse;.sse;el  te;  all 
marki;t  |)artie:ip<ent.s  le;  wheem  the;  .SPX 
.Surediarge;  ap])lie;.s.  Alse;.  in  pre)pe).sing  te; 
ine:re;a.se;  the;  .SPX  .Surediarge  hy  IlO'X).  the; 
lixediange  nu;re;ly  ed.se;  i)re)pe).se;s  to 
ine;re;ase;  the;  .SPX  Range  Optie)ns 
.Sure:harge;  Fe;e;  in  the  .same;  pre)pe)rtie)n. 

The;  pre)|)e)se;el  incre;ase  in  the  fe;e 
;esse;sse;el  te;  Ole;aring  Traeling  Pe;rmit 
Ile)lele;r  Pre)prie;tarv  e)rele;rs  feer  e;le;e;tre)nic 
(;xe;e:utie)n.s  (inclueling  CFEEX  AIM  anel 
FLEX  Optiems)  in  e;epnty.  ETF.  ETN 
HOEDRs  anel  inelex  options  is 
re;a.sonable;  be;e;au.se  the;  ine;reaseel 
amenmt  (.$0.2.5  jier  e;ontrae;t)  is  within 
the;  nenge  e)f  fees  as.se;sseel  te;  e)the;r 
marke;t  jiarlicipants  for  the  same  tyjx;  of 
transaelions  (for  (;xam|)le;,  hre)ke;r- 
elealers  are;  assessed  a  fee  ejf  as  mue:h  as 
.SO. 00  per  ce)ntract  for  sue:h  transactieens, 
anel  Pre)fessie)n;d.s  ;ire;  as.se;.sse;el  a  fee  e)f 
.$0.30  pe;r  ce)ntrae;t  for  sneli 
transae.tions).  This  ])re)j)e).se;el  increase  is 
eeepiitable  anel  not  unfairlv 
di.se:riminate)ry  be;e:ause;  it  will  be; 
applie;el  to  all  (de;aring  Tmeling  Permit 
He)lele;r  Pre)prie;tiiry  orelers.  The;  ame)unt 
e)f  the  fe;e;  will  .still  be;  hewer  than  that 
a.sse;s.se;el  te;  all  other  OHOE  market 
participants  (e;xe;e;pt  eai.stenners).  as 
Cle;aring  Traeling  Permit  lleelelers  have;  a 
numbe;r  e)f  eehligatieens  (sue:h  as 
membe;rship  with  the;  Options  Cle;aring 
Oeerpeeratiem).  signifie:ant  re;gulatory 
hurelens,  anel  finaneaal  eehligations,  that 
theese;  e)the;r  market  partie:ij)ants  elo  ne)t 
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ne;e;el  te;  tiike  e)n.  Finally,  the  pre)|)e).seel 
ine;re;a.se;el  fe;e;  ame)nnt  is  within  the  range; 
e)f  fe;e;  ame)unts  <is.se;.sse;el  hy  e)lhe;r 
e;xe;himge;.s  fe)r  similar  transaeitieens  hy 
similar  marke;l  ])artie;ipimt.s. As.se;.s.sing 
a  eliffe;re;nl  lee;  ameeunt  fe)r  eleedreenie; 
exe;e:utie)n.s  them  ie)r  iniimml  e;xe;e:utie)n.s 
is  e;epntable;  anel  ne)t  unfairly 
eliseaiminiiteiry  be;e;ause;  the;  Exediange; 
hits  e;xpe;nele;el  e:on.siele;r;ible  re;.se)nre;e;.s  le; 
ele;ve;le)p  its  e;le;e;lre)nie;  traeling  |)latfe)rm,s 
anel  .se;ek.s  to  re;e:oup  the;  e:e)sts  e)f  sue:!; 
e;xpe;netiture;.s.  Me)re;e)ve;r,  the;  husine;.ss 
meeelels  surre)uneting  e;le;e;tre)nic  eerelers 
anel  eejeen  outeay  e)rele;r.s  ;ire;  elifferent, 
anel  as  suedi.  the;  Exe:h;inge;  eeffers 
elifferent  ine:entivt;.s  te;  e;ne:e)urage;  the 
entry  of  ele;e:tre)nie;  anel  e)pen  e)uteay 
eirelers.  Further,  in  as.se;.ssing  what  ie;e 
ame)unt.s  te;  asse.ss,  the  Exchange; 
e;x|)erie;ne;e;.s  eiiffe;re;nt  e;e)mpe;titive; 
pre.ssure;s  from  other  e;xe:h<enges  with 
re;.s])e;e;t  te;  e;le;e:tremie:  orders  than  it  ete)e;.s 
with  re;,spe;ct  te;  open  oute:rv  orelers.  The; 
Exchange  also  believes  that  asse;.ssing  a 
eliffe;re;nt  fe;e  fe)r  e;le;e;tre)nie:  eaelers  than  it 
ele)e;s  fe)r  eipen  e)uteay  e)rele;rs  is  e;ejuitable 
anel  neit  unfairly  elisea’iminate)ry  heeamse; 
edher  e;xe:hange;.s  eli.stinguish  he;twee;n 
eleliverv  me;the)els  fe)r  e:e;rt;nn  m;u'ke;t 
partieapants  anel  pav  eliffe;re;nt  re;bate;.s 
ele;pe;neling  eai  the  melhe)el  e)f  ele;live;ry. 
This  Ivpe  e)f  eli.stine:tie)n  is  ne)t  ne)ve;l  emd 
has  long  e;xi.steel  within  the  inelnstrv. 

The;  ame;nehnent.s  te;  the;  tie;r  ve)lume; 
thre;she)lels  anel  ce)rre;spe)neling  ie;(;.s  leer 
the;  Eiepnelity  Pre)viel(;r  .Slieling  .Seade;  iire; 
re;;i.se)nat)le  be;e:ause;  even  the;  eimeiunt  e)f 
the  highest  fee;  (a.sse;.sseel  at  the  lowest 
tier)  is  within  the;  range  e)f  fe;es  a.ssesseel 
te)  e)the;rOHOE  market  j)artie:ipants 
anel  he;e;au.se.  as  a  Liejuielity  Pre)viele;r 
e;xe;e:ute;s  me)re  ceentraeds  in  a  meenth.  thiit 
Lie|uielity  Provider  will  pay  hewer  fees 
fe)r  sue:h  e;xecutie)ns.  As.sessing  lower 
fees  leer  e;xe;e;uting  moie;  e:ontrae:t.s  is 
eepntable;  anel  ne)t  unfairly 
diseaiminatory  be;e:ause;  it  jereevieles 
Lieiuielity  Provielers  with  an  ine;e;ntive  te) 
exe;e;ute  meere  eaentracts  on  the;  Exediange. 
This  brings  greater  liepiielity  anel  traeling 
eeppeertunity,  whie:h  be;ne;fits  all  market 
j)artie;i))ant.s  (inclueling  theese  Liepiielity 
i’re)vieh;r.s  eenly  reaediing  the  hewer  tiers 
eef  the  Liepiielity  Preevieler  .Slieling  .Seaile). 
Offering  h)we;r  feees  for  Liejnielitv 
Preeviehers  than  her  eether  C130E  market 
partie-.ipants  (sue:h  as  Hreeker-Deealers. 
Iheefee.ssieenals,  Veelunt.iry  Preelessieenals. 
anel  Neen-Traeling  Permit  Ihehler  Market- 
Makeers)  is  e;e]nitahh;  anel  neet  unfairly 
eliseaiminateery  beeeamse,  as  OBOE 
Marke;t-Make;rs,  Liepiielity  Preeviehers  take 
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on  certain  eebligatieens,  suede  as  e|ue)ting 
lehligations,  that  thee.se  other  market 
partieapants  elo  neet. 

Eliminating  the;  |)re;ieayme;nt  eliseaeunt 
from  the;  Liepiiilitv  Proviiher  .Slieling 
.Si:ah;  is  I'eeaseenabh;  heiamse  it  meriely 
eliminates  a  elisconnt  anel  will  reeepiire; 
Liepiielity  Provielers  to  jeiiv  the;  fee 
amounts  they  normally  woulel.  Ineleieel, 
they  will  still  he;  able  to  jeay  lowereel  fee; 
amounts  by  e;xe;eailing  more  eaentraeds. 
jeer  the;  Liepiielity  Preevieler  .Slieling  .Seaile; 
they  just  will  neet  be;  able  to  re;e;e;ive  a 
eliseaeunt  for  eaemmitting  tee  elo  see 
be;ie)re;hanel.  This  is  e;e|uit;ibh;  anel  neet 
unfairly  eli.seaiminateery  beeaui.se  the; 
eliminatieen  eef  the  jerejeayment  eli.seaeunt 
will  ajejely  tee  all  Liejuielity  Preevielers, 
anel  thereefeere;  nee  Liejuielity  Preevielers 
will  he  able  lee  re;ea;ive  the;  jerejeayment 
eliseaeunt.  Eliminating  the  reejuirement 
that  a  Liejuielity  Preevieler  must  jerejeay 
the  annual  fe;e;.s  for  the  first  twee  tiers  eef 
the;  Liejuielity  Preevieler  .Slieling  .Seaile  in 
eereler  tee  be;  eligible  her  the  fe;e,s 
ajejelieaileh;  tee  tiers  3-.5,  anel  insteael 
aihewing  ei  Liejuielity  Preevieler  tee  eleed  lee 
jerejeay  tee  he;  eligihh;  her  the  fees 
ajejelieaileh;  tee  tiers  3 — 5  eef  the;  slieling 
.seaile  for  the;  re;mainele;r  eef  the;  year  at 
any  time;  ehiring  the;  ye;ar  is  re;aseenabh; 
he;eaui.se;  it  will  make;  it  e;a.sie;r  her  a 
Liejuielity  Pre)vieh;r  tee  tee;  eligible  her  the; 
hewe;r  tees  ajejelieaible  tee  tieers  3-.5.  This 
ediange  is  eeejuitabh;  anel  neet  unfairlv 
elisea  iminateerv  beeeaiuse  it  will  be; 
aj)j)lie;d  eejually  lee  all  Liejnielitv 
Preevielers.  Furthe;r,  jerejeayment  alhews 
(3JOE  to  more;  safely  (a)nea;jetiialize; 
Exediange;  finanea;.s  her  the;  future.  This 
alhews  the  Exchange;  tee  eeffer  the  hewer 
fees  relateel  lee  jerejeaymeent.  anel  such 
hewer  fees  ince;ntivize;  greater  traeling 
anel  liejuielity  jereevision  by  Liejnielitv 
Preevielers,  whiedi  benefits  all  market 
jeartieijeants  (inedueling  Liejuielity 
ITeevieters  whee  elo  neet  jere;jeav). 

The  ediange  eef  the;  re;fe;re;ne:e;  from 
“(d3()Ef/m;f;f”  to  “C13C)E  Commanel” 
eliminates  exenfusion,  the;re;hy  remeeving 
imjeeeliments  to  anel  jeeideeding  the; 
meedianisni  eef  a  free  anel  ojeen  marke;t 
and  a  national  markeet  sy.stem,  anel,  in 
ge;neral,  jereelecting  inveesteers  anel  the 
jeublie;  interest. 

The;  jere)jee).se;el  alhetment  of  eene;  CMl 
CA.S  .Se;rve;r  for  e;very  1.5  Traeling  Permits 
that  a  TPM  heelels  (jelus  eene;  teetal  bae.kuj) 
CA.S  .Se;rve;r  re;garelh;.s.s  eef  the;  numtee;r  eef 
Tnieling  Permits  that  a  TPH  heelels)  is 
reeaseenabh;  heexiiise  eene  CMl  CA.S  .Server 
sheeuhl  be;  exijeabh;  eef  hanelling  the; 
hanelwielth  ne;e;else)fat  h;a.st  1.5  Traeling 
Permits.  This  jereejeee.seel  alhetment  is 
eiejiiitabh;  anel  not  unfairly 
elisex  iminateery  beexiuse;  it  will  be; 
ajejelied  tee  all  TPHs  ae.ex;s.sing  CBOli 
Ceemmanel  via  a  CMl  exenne;edie)n.  Tbe 
jereejeee.seel  fe;e;  eef  .$1  ().()()()  for  each  extra 
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CMI  CAS  ScM’ver  that  a  TPM  nujuest.s  is 
reasonable  because  it  is  necessary  to 
recoup  the  costs  relatcul  to  the 
provision,  maintenance  and  upkeep  of 
such  S(!rvers.  and  is  e(piital)le  and  not 
unfairlv  discriininatt)rv  l)(!cause  it  the 
fee  will  be  a])plied  to  all  TPlls  that 
re(|uest  an  extra  CMI  (iAS  Server. 

rbe  proposed  lower  Non-Standard 
Oootb  Rcnital  Fees  are  nxisonable 
because  they  will  allow  any  market 
participants  paying  the  Non-Standard 
Booth  Rental  Fee  to  pay  less  than  such 
market  participants  are  currently 
paying.  Tbe.se  changes  are  ecpiitable  and 
not  unfairlv  discriminatory  because  th(!y 
will  apply  to  all  market  ])artici])ants 
who  rent  Non-Standard  Booths.  The 
lowered  fees  for  committing  to  a  longer 
lease  are  etpiitable  and  not  unfairly 
discriminatory  because  they  encourage 
greater  c:ommitment  to  booth  rental  and 
trading  from  the  floor  and  on  the 
Exchange,  which  benefits  all  market 
particijjants.  Moreover,  the  Exchange 
currently  offers  lower  fees  for 
committing  to  a  longer  lea.se,  and  merely 
proposes  to  decrease  tb(!se  fees  in  the 
.same  pro])ortion  as  tbev  currently  exist. 

'file  })roposed  changes  to  the  listings 
of  the  FINRA  \Vel)CRD^^'  fees  are 
reasonable  from  the  Exchange’s  position 
hecan.se  the  amounts  are  those  provided 
by  FINRA,  and  the  Exchange  does  not 
collect  or  retain  these  fees.  The 
])ro]K).sed  fee  changes  are  ecpiitable  and 
not  unfairly  discriminatorv  from  the 
Exchange’s  position  because  the 
Exchange  will  not  he  collecting  or 
retaining  these  fees,  and  therefore  will 
not  he  in  a  position  to  ajiply  them  in  an 
inecpiitahle  or  unfairly  discriminatorv 
manner. 

B.  Self-Begulatory  Organization’s 
StatHinent  on  Bnrdon  on  Ooinpotition 

CBOE  does  not  believe  that  the 
jiroposed  rule  change  will  impose  anv 
hurden  on  competition  that  is  not 
necessary  or  ajjpropriate  in  furtherance 
of  the  purj)oses  of  the  Act.  The 
Exchange  believes  that  the  propo.sal  to 
increase  fees  for  JBO  Orders  will  not 
cause  an  unnecessarv  burden  on 
intramarket  competition  because  the 
amounts  of  all  such  fees  are  within  the 
range  of  fees  assessed  to  other  market 
])articipants  for  the  same  tyiKis  of 
transactions.  Sj)ecifically.  the  pro])o.sed 
amounts  of  the  increased  fees  are 
(iipiivalent  to  the  amounts  of  such  fees 
assessed  to  Professionals  and  Volnntarv 
Professionals  (exce])t  for  SPX  trades). 
Asse.ssing  JBO  Orders  the  increased  fee 
amounts  (the  .same  amounts  as 
Professionals  and  Voluntary 
Professionals)  does  not  cau.se  an 
unnecessarv  hurden  on  intramarket 
competition  because  JBOs  do  not  have 


the  obligations  (such  as  membership 
with  till!  Options  Clearing  C’,or])oration). 
significant  regulatory  burdens,  or 
financial  obligations,  that  Clearing 
Trading  Pcn  init  Holders  must  take;  on. 
Further,  unlike  (ihxiring  Trading  Permit 
Holders,  JBOs  do  not  need  to  lx; 

Exchange  Trading  Permit  Holders. 
Instead,  JBOs  an;  able  to  (dfect 
tran.sactions  on  the  Exchange  through  a 
Clearing  Trading  Permit  Holder.  As 
such,  JBOs  o])erate  more  like 
Professional  customers,  in  that  they  do 
not  possess  these  obligations  and  are 
merely  trading  for  them.selves. 

Therefon;,  the  Exchange  does  not 
believe  that  the  propo.sal  to  increa.se  fees 
for  JBO  Orders  will  not  impose  any 
burden  on  intramarket  competition,  hut 
to  the  extent  that  such  increase  may 
residt  in  any  change  in  intramarket 
competition,  it  is  justifiable  for  the 
ixiasons  stated  above.  'Fhe  Exchange 
believes  that  the  ])roj)o.sal  to  increase 
fees  for  JBO  Orders  will  not  cause  an 
unnecessary  burden  on  intermarket 
comjietition  hecan.se  the  Exchange  was 
not  motivated  by  intermarket 
c.omj)etition  in  ])ropo.sing  such  changes 
and  b(!cau.se  many  other  exchanges  do 
not  list  out  separate  fees  for  JBO  Orders 
and  therefon;  it  is  difficnlt  to  even 
determine  the  amounts  of  fees  for  JBO 
Orders  on  other  exchanges. 

'I’he  Exchange  does  not  believe  that 
the  proposed  changes  to  customer  YIX 
ojitions  transai:tion  fees  will  cause  any 
unneces.sary  burden  on  intramarket 
c.om])etition  because,  while  customers 
are  as.se.ssed  differentlv,  and  often 
lower,  fee  rat(;.s  than  other  mark(!t 
partici|)ant.s.  this  is  a  common  practice 
within  the  options  market])lace.  and 
cu.stomers  often  do  not  have  the 
sophi.sticated  trading  algorithms  and 
.sy.stems  that  other  market  j)artici pants 
often  ])os.se.ss.  Further,  to  the  extent  that 
any  change  in  intramarket  comjjetition 
may  result  from  the  jjroposed  changes  to 
cu.stomer  VIX  options  tran.saction  fees, 
such  possible  change  is  justifiable  and 
offset  because  the  changes  to  such  fees 
are  designed  to  attract  greater  cu.stomer 
order  flow  to  the  Exchange.  'I'liis  would 
bring  greater  lirpiidity  to  the  market, 
which  benefits  all  market  participants. 
The  Exchange  does  not  believe  that  the 
proposed  changes  to  cu.stomer  VIX 
options  tran.saction  ie(;.s  will  cau.se  any 
unnecessarv  burden  on  intermarket 
competition  becan.se  VIX  o])tion.s  is  a 
|)roprietarv  i)roduct  that  is  tradcxl  solelv 
onCBOE." 

The  Exchange  does  not  believe  that 
the  increa.se  of  the  SPX  Surcharge  will 
cause  any  unnecessary  hurden  on 
intramarket  competition  hecan.se  the 
increased  amount  will  he  as.ses.sed  to  all 
market  ])articipants  to  whom  the  SPX 


Surcharge  apjjlies.  The  Exchange  does 
not  believe  that  the  increa.se  of  the  SPX 
.Surcharge  will  cause  any  unnecessary 
hurden  on  intermarket  competition 
hecan.se  .SPX  is  a  proprietary  ])roduct 
that  is  traded  sohdy  on  CB()E. 

The  Exchange  does  not  believe  that 
th(!  proposed  increa.se  in  the  fee 
assessed  to  (Clearing  Trading  Permit 
Holder  Proj)rietarv  orders  for  electronic 
executions  (including  CFEEX  AIM  and 
FLEX  Options)  in  ecpiity,  ETF’,  ETN 
HOLDRs  and  index  options^'  will  cause 
any  unneces.sary  hnrtlen  on  intramarket 
competition  because  the  amount  of  the 
fee  will  still  be  lower  than  that  asse.ssed 
to  all  other  OBOE  market  ])artici])ant.s 
(excejjt  cu.stomers),  as  Cilearing  Trading 
Permit  HoUhjrs  have  a  number  of 
obligations  (such  as  membershij)  with 
the  Options  Clearing  Corporation), 
significant  regnlatorv  burdens,  and 
financial  obligations,  that  those  other 
market  })artici})ant.s  do  not  need  to  take 
on.  As  such,  to  the  extent  that  the 
propo.s(!d  increase  coidd  cause  any 
change  in  intramarket  competition,  it  is 
justifiable  for  the.se  rea.sons.  The 
Exchange  does  not  believe  that  the 
pro])osed  increase  will  cau.se  any 
unnecessary  burden  t)n  intermarket 
com])etition  because  tbe  j)ropo.sed 
increased  fee  amount  is  within  the  rangt; 
of  fee  amounts  assessed  by  other 
exchanges  for  similar  transactions  by 
similar  market  partici])ant.s.^“ 

The  Exchange  does  not  believe  that 
the  propo.sed  changes  to  the  Licpiiditv 
Provider  .Sliding  .Scale  will  cause  an 
nnnecessary  burden  on  intramarket 
competition  becan.se.  while  offering 
lower  fees  for  Licpiidity  Providers  than 
for  other  CBOE  market  participants 
(such  as  Broker-Dealers.  Professionals, 
Voluntary  Professionals,  and  Non- 
Trading  Permit  Holder  Market-Makers) 
may  affect  such  competition,  this 
impact  is  justified  by  the  fact  that  as 
CBOE  Market-Makers,  Liquidity 
Providers  take  on  certain  obligations, 
such  as  quoting  obligations,  that  these 
other  market  participants  do  not. 
Further,  assessing  lower  fe(!.s  for 
executing  more  contracts  will  j)rovide 
Licpiiditv  Providers  with  an  incentive  to 
execute  more  contracts  on  the  Exchange. 
This  brings  greater  liciuidity  and  trading 
o])portunitv.  which  benefits  all  market 
])artici])ants  (including  tho.se  Lirpiiditv 
IToviders  only  reaching  the  lowin' ticirs 
of  the  Liipiidity  Provider  .Sliding  .Scale). 
The  Exchange  does  not  hedieve  that  the 


lAcludinn  .S1*X.  .SI’XW,  .SKO.  Ol'X.  XIX).  VIX 
and  VOLA  Tll.ri  Y  INDKXIXS. 

--  I.SM  asso.ssos  a  Taken'  foi!  (if  .SD.Sa  par  conlract 
lor  firm  propriatary  ordars  in  salad  symliol  (.saa  l.SK 
.Schadnia  of  Faas.  .Sadion  1).  PHl.X  assas.sas  a  Takar 
faa  of  SO. 43  par  contract  for  firm  ordars  (.s-aa  I’Hl.X 
I’ricino  .Schadnia.  Saction  1,\). 


L 


5554 


Federal  Register/ Vol.  78,  No.  17/Fri(lay.  January  25,  2013/Notices 


propo.sed  changes  to  tlie  Licpiidity 
i’rovider  Sliding  Scale  will  cause  an 
unneccissarv  burden  on  intennarkel 
competition  because,  while  the 
j)roj)osed  changes  are  designeil  to  attract 
greater  licjuiditv  and  trading  volume, 
market  partici])ants  trading  on  other 
exchanges  can  always  elect  to  become 
'rolls  on  CIBOK.  Further,  the  Exchange 
exists  in  a  competitive  marketplace,  and 
to  the  extent  tliat  the.se  jjropo.sed 
changes  make  other  exchanges  le.ss 
competitive  with  ('HOE.  market 
|)artici pants  trading  on  thos(!  other 
exchanges  can  elect  to  trade  on  C13()E. 

The  Exchange  does  not  believe  that 
the  j)roposed  allotment  of  one  (^Ml  CAS 
S(!rver  for  every  1.5  Trading  Permits  that 
a  'I’PH  holds  (plus  one  total  backup  CAS 
Sm  ver  regardless  of  the  numher  of 
Trading  Permits  that  a  TPll  holds)  and 
the  projjosed  fee  of  Si  ().()()()  for  each 
extra  CMl  CAS  StM  ver  that  a  TPH 
recpiests  will  cause  an  unnecessary 
burden  on  intramarket  com])etition 

i) ecause  such  allotment  and  fee  will  he 
ap])lied  to  all  TPHs  accessing  CI30E 
(Command  via  a  CMl  connection.  The 
Exchange  does  not  believe  such 

j) ropo.s(;d  allotment  and  fee  will  cause 
an  unnecessary  burden  on  intermarket 
com])etition  because  different  exchanges 
have  different  sy.stemic  setups  for 
connection  to  such  exchanges  and  are 
lik(;ly  not  comparable  or  comj)etitive. 

It  is  not  within  the  Exchange’s 
position  to  (hitermine  whether  the 
proposed  chang(!s  to  tin;  listings  of  the 
FINKA  \V(d)(iRI3  ’'^'  will  cause  any 
unnecessary  burden  on  competition,  as 
the  Exchange  does  not  (istablish.  as.sess 
or  collect  such  fees  (FINRA  does).  Tin; 
Exchange  merely  lists  such  fees  on  its 
Fees  Schedule.  That  .said,  such 
increa.sed  fees  will  apply  to  all  market 
|)artici|)ants  (as  they  did  before),  and.  to 
the  Exchange’s  knowledge.  a])])ly  to  all 
other  exchanges  as  well. 

The  Exchange  does  not  believe  that 
the  projjosed  lower  Non-Standanl  Booth 
Rental  Fees  will  cause  an  unnecessary 
burden  on  intramarket  comj)etition 
because  they  will  ajjply  to  all  market 
j)articipants  who  rent  Non-Standard 
Booths.  'Fhe  Exchange  does  not  believe 
that  such  fees  will  cause  an  nnnece.ssarv 
burden  on  intermarket  com})etition 
because,  while  they  are  desigmul  to 
encourage  booth  rental  on  aiul  around 
the  lixchange  trading  iloor,  which  could 
encourage  market  j)articipants  to  rent 
booths  on  ClBOE’s  trading  iloor  instead 
of  that  of  other  exchanges,  each 
exchange  has  a  different  setu])  for  its 
trading  iloor  (.some  exchanges  do  not 
have  trading  floors  at  all),  which  makes 
a  comjjetitive  compari.son  difficult. 
Further,  market  participants  on  such 
other  exchanges  can  always  elect  to 


trade  on  CBOE  and  rent  such  space  here 
at  CBOE. 

The  Exchange  akso  notes  that  it 
operates  in  a  highly-comp(!titive  market 
in  which  market  jjarticipants  can 
readily  direct  order  flow  to  competing 
venues  if  they  deem  fei;  levels  at  a 
l)articular  venue  to  be  excessive.  'I’Ik! 
proposed  rule  change  reflects  a 
competitive  pricing  .structure  designed 
to  incent  market  participants  to  direct 
thinr  order  flow  to  the  Exchange,  and 
the  Exchange  believes  that  such 
structure  will  help  the  Exchange  remain 
com])etitive  with  those  fees  and  rebates 
a.s.se.ssed  by  other  venues. 

C.  St;lf-IioguI(it()iv  Organizdlion’s 
Sidlenwni  on  (Mininonis  on  tho 
Proposed  Bnle  (Jluinge  Heceived  From 
Meinhers,  Porticiponts,  or  Others 

The  Exchange  neither  solicited  nor 
received  comments  on  the  j)ro])o.sed 
rule  change. 

III.  Dale  of  Effectiveness  of  the 
Proposed  Rule  (Change  and  'fiining  for 
('ommission  Action 

The  foregoing  rule  change  has  become 
effective  pursuant  to  Section  l‘.)(b)(:3)(A) 
of  the  Act  “  ’  and  paragra])h  (f)  of  Rub; 
lt)b— 4  thereunder.  At  any  time  within 

(it)  days  of  the  filing  of  the  pivjposed  rule 
change,  the  (Commission  summarilv  mav 
tem])orarily  .sus|)end  such  rule  change  if 
it  appears  to  the  (Commission  that  such 
action  is  nec(!s.sary  or  ap])roj)riate  in  the 
public  intere.st,  for  tlu;  protection  of 
investors,  or  otherwise  in  furtherance  of 
the  pur|)o.se.s  of  the  Act. 

IV^  Solicitation  of  (Comments 

Interested  ])er.son.s  are  invited  to 
submit  written  data,  views,  and 
arguments  concca  ning  the  foregoing, 
including  whether  the  projjosed  rule 
change  is  consistent  with  the  Act. 
(Comments  may  be  submitted  by  any  of 
the  following  methods: 

Fleet ronir  Ooininents 

•  U.se  the  (Commission’s  Internet 
comment  form  (http://\vi\'\v.sec.gov/ 
ru  les/sro.  slit  in  l)\  or 

•  Send  an  email  to  rnle- 
connnents@sec.gov.  Please  include  File 
Numb(!r  SR-CCB()E-2()l.'t-()()2  on  the 
subject  line. 

Paper  Oonnnents 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary. 
•Securities  ami  Exchange  (Commi.ssion, 
100  F  .Street  NE..  Washington,  D(C 
2054‘)-1090. 

ii..s.(;.  78s(l))(:{)(/\). 

^•*17  CI’K  24().l!li)-4(l). 


All  submissions  should  refer  to  File 
Numb(!r  •SR-(CBOE-20i:3-002.  'fins  file 
number  should  be  included  on  the 
subject  line  if  (anail  is  used.  To  help  the 
(Commission  i)roces.s  and  review  your 
comimmts  more  efficiently.  i)lease  use; 
only  one  method.  'I’Ik!  (Commission  will 
l)ost  all  comments  on  the  (Commission’s 
Internet  Web  site  [htt}}://\\’\\’iv. sec.gov/ 
rnles/sro.slitnd].  (Co|)ie.s  of  the 
submi.ssion,  all  subseciuent 
amendments,  all  writttm  statements 
with  respect  to  the  projjosed  rule 
change  that  are  filed  with  the 
(CCommission,  and  all  written 
communications  relating  to  the 
propo.sed  rule  change  between  the 
Commission  and  any  i)er.son.  other  than 
tho.se  that  may  be  withheld  from  the 
])ublic  in  accordance  with  the 
provisions  of  5  IJ..S.C.  552,  will  be 
available  for  Web  site  viewing  and 
printing  in  the  Commission’s  Public 
Reference  Room.  100  F  .Street  NE., 
Washington,  DCC  20549  on  official 
business  days  b(;tween  the  hours  of 
10:00  a.m.  and  3:00  ]).m.  Cojiies  of  .such 
filing  also  will  be  available  for 
inspection  and  cojiying  at  the  princi])al 
offices  of  the  Exchange.  All  comments 
received  will  lx;  ])osted  without  change: 
the  (Commission  does  not  edit  iHjr.sonal 
identifving  information  from 
submissions.  You  should  submit  oidy 
information  that  you  wish  to  make 
available  publiclv.  All  submissions 
should  refer  to  F’ile  Number  .SR-(CB()E- 
2013-002,  and  should  be  submitted  on 
or  before  February  15.  2013. 

I''or  tlu!  (Commission,  l)y  tlu;  Division  of 
Trading  and  Markcits,  ]mrsuant  to  d(!l(!gat(!d 
anlliority.-^’ 

Kevin  M.  O’Neill, 

Deputy  Secretuiy. 

IKK  Oik;.  2()i:i-()14<Hi  Filed  1-24-1  «:4.t  iiin| 

BILLING  CODE  8011 -01 -P 

SMALL  BUSINESS  ADMINISTRATION 

Data  Collection  Available  for  Public 
Comments  and  Recommendations 

action:  00  Day  Notice  and  reque.st  for 
comments. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995,  this 
notice  announces  the  .Small  Business 
Adminislral ion’s  intentions  to  reque.st 
apiiroval  on  a  new  and/or  currently 
approved  information  collection. 
DATES:  .Submit  comments  on  or  before 
March  20,  2013. 

ADDRESSES:  Send  all  comments 
regarding  whether  this  information 


-■  17  CFR  20().:i()-3(ii)(12). 
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collection  is  necessary  for  the  proper 
performance  of  the  function  of  the 
agency,  whether  the  burden  estimates 
are  accurate,  and  if  there  an;  ways  to 
minimize  the  estimat(;d  burden  and 
eidiance  the  (iiiality  of  the  collections,  to 
Gina,  Supervisory  Administrative 
.Specialist,  Office  of  Disaster,  .Small 
Business  Administration,  40!)  3rd  .Street, 
8th  Floor,  Washington,  DG  20410. 

FOR  FURTHER  INFORMATION  CONTACT:  (hna 
Bever,  .Supervi.sor  Administrative 
Specialist,  202-20.5-0458 
g/i70./}(.*ver@.sho.gov  Gnrtis  B.  Rich. 
Management  Analy.st,  202-20.5-7030 
Cl  i  rtis.ri  cb  @sb(i  .gov. 

SUPPLEMENTARY  INFORMATION:  Disaster 
loans  are  authorized  upon  terms  and 
conditions  to  (1)  assure  proper  use  of 
jjroceeds,  (2)  comply  with  established 
recordkeeping  recpiirements,  and  (3) 
assure  sound  credit  position. 
Recoi'flkeeping  recpnrements  j)rovide  a 
basis  to  assure  proper  use  of  jjroceeds 
and  satisfy  loan  conditions. 

Respondents  are  horrowcirs  who  must 
provide  necessary  certifications  of  the 
use  of  loan  proc:eeds. 

Tillc:  ”Borrow(!r’s  Progress 
(Certification”. 

Description  of  Respondents: 
Recij)ients  of  Disa.stcir  Loans. 

Ibinn  Number:  1388. 

Anmicd  Responses:  88,!).5(). 

Annual  Rurden:  33,47!). 

('.iirlis  Rich, 

Manageiuenl  Aiuilvst. 

IFR  Doc.  2()1S-()1.'')K2  iMlcd  1-24-1.');  K;4r)  am| 
BILLING  CODE  P 


SMALL  BUSINESS  ADMINISTRATION 

Reporting  and  Recordkeeping 
Requirements  Under  0MB  Review 

agency:  .Small  Business  Administration. 
ACTION:  Notice  of  Reporting 
Requirements  Suhmittetl  for  OMB 
Review. 


SUMMARY:  Under  the  provisions  of  the 
Pajierwork  Reduction  Act  (44  IJ..S.G. 
Ghapter  35),  agencies  are  recpiired  to 
submit  propo.sed  rejiorting  and 
recordkeeping  recpiirements  to  OMB  for 
review  and  a])j)roval,  and  to  jnihlish  a 
notice  in  the  Federal  Register  notifying 
the  jmhlic  that  the  agency  has  made 
such  a  submission. 

DATES:  .Submit  comments  on  or  before 
February  25,  2013.  If  you  intend  to 
comment  hut  cannot  prejiare  comments 
promptly,  jilease  advise  the  OMB 
Reviewer  and  the  Agency  (Clearance 
Officer  before  the  deadline. 

(iopies:  Recpiest  for  clearance  (OMB 
83-1),  snpiiorting  statement,  and  other 


documents  submitted  to  OMB  for 
review  may  he  obtained  from  the 
Agenev  Glearance  Officer. 

ADDRESSES:  Addre.ss  all  comments 
concerning  this  notice  to:  Agenev 
Clearance  Officer,  (Curtis  Rich,  .Small 
Business  Administration,  40!)  3rd  .Street 
.S\V.,  5th  Floor,  Washington,  D(C  20418; 
and  OMR  Reviewer,  Office  of 
Information  and  Regulatory  Affairs. 
Offic:e  of  Management  and  Budget,  New 
Executive  Office  Building,  Washington, 
D(C  20503. 

FOR  FURTHER  INFORMATION  CONTACT: 

(Curtis  Rich,  Agency  (Clearance  Officer. 
curtis.ricb@sba.gov  (202)  205-7030. 
SUPPLEMENTARY  INFORMATION; 

Title:  “Disaster  Assistance  Gustomer 
.Satisfaction  .Survey”. 

Frecpiency:  On  Occasion. 

SR  A  Form  Number:  2313. 

Description  of  Respondents: 
Recipients  of  Di.saster  Loans. 
Responses:  2,400. 

Annual  Rurden:  1!)!). 

(Curtis  Rii;h, 

Mdiuigenient  Aiuilyst. 

|I  K  Doc.  2()i:)-(n.')K(l  FiliKl  l-24-i:):  i):4.')  <ini| 
BILLING  CODE  P 


SMALL  BUSINESS  ADMINISTRATION 

Military  Reservist  Economic  Injury 
Disaster  Loans;  Interest  Rate  for 
Second  Quarter  FY  2013 

In  accordance  with  the  (Code  of 
Federal  Regulations  13 — Busine.ss  (Credit 
and  Assistance  ^  123.512,  the  following 
interest  rate  is  effective  for  Military 
Reservist  Economic  Injury  Di.saster 
Loans  aj)])roved  on  or  after  January  18. 
2013. 

Militarv  Reservist  Loan  Program — 
4.000% 

Dated:  )aiuiary  18.  2013. 

)ami;s  E.  Rivera, 

Associate  Administrator  for  Disaster 
Assistance. 

IFR  Doc.  2(n:)-(n57li  Fil(!(l  l-24-i:):  «;4,")  ami 
BILLING  CODE  P 


DEPARTMENT  OF  STATE 

[Public  Notice  8161] 

Culturally  Significant  Object  Imported 
for  Exhibition  Determinations:  “Piero 
della  Francesca  in  America” 

SUMMARY:  Notice  is  hereby  given  of  the 
following  determinations:  Pursuant  to 
the  authoritv  vested  in  me  hv  the  Act  of 
October  l!),'l!)8.5  (7!)  .Stat.  !)85;  22  IJ..S.(C. 
245!)),  Executive  Order  12047  of  March 
27.  1078,  the  Foreign  Affairs  Reform  and 


Restructuring  Act  of  1008  (112  .Stat. 

2881,  et  seq.:  22  U.S.G.  8501  note,  et 
self.).  Delegation  of  Authority  No.  234  of 
October  1,  1!)!)!),  Delegation  of  Authoritv 
No.  238-3  of  August  28,  2000  (and,  as 
appropriate.  Delegation  of  Authority  No. 
257  of  April  15,  2003),  I  herehv 
determine  that  the  object  to  he  included 
in  the  exhibition  “Piero  della  France.sca 
in  America”  imported  from  abroad  for 
temporary  exhibition  within  the  United 
.States,  is  of  cultural  significance.  The 
))hject  is  imported  ijursuant  to  a  loan 
agreement  with  the  foreign  owner  or 
custodian.  I  also  determine  that  the 
exhibition  or  display  of  the  exhibit 
object  at  The  Frick  Gollection,  New 
York.  NY,  from  on  or  about  February  12. 
2013,  until  on  or  about  May  1!),  2013, 
and  at  po.ssihle  additional  exhibitions  or 
venues  yet  to  he  determined,  is  in  the 
national  interest.  I  have  ordered  that 
Public  Notice  of  the.se  Determinations 
he  published  in  the  Federal  Register. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
further  information,  including  the  art 
object  list,  contact  Jnlie  .Simj).son. 
Attorney-Adviser,  Office  of  the  Legal 
Adviser,  U..S.  Dej)artment  of  .State 
(telej)hone:  202-832-8487).  The  mailing 
address  is  U..S.  Department  of  .State,  .SA- 
5,  L/PD,  Fifth  Floor  (.Suite  51103), 
Washington,  DG  20.522-0505. 

Dal(ul:  liiniiarv  17.  2013. 

|.  Adam  Eroli, 

Principal  Deputy  Assistant  Secretary.  Hiirean 
of  Educational  and  Cnltaral  Affinrs. 
Department  of  State. 

|FK  Doc.  201  :)-(n ."1.51  Filed  l-24-i:):  H:4.'i  am| 
BILLING  CODE  4710-05-P 


DEPARTMENT  OF  STATE 

[Public  Notice  8162] 

Culturally  Significant  Objects  Imported 
for  Exhibition  Determinations: 
“SHANGAA,  Art  of  Tanzania” 

SUMMARY:  Notice  is  herehv  given  of  the 
following  determinations:  Pursuant  to 
the  authority  vested  in  me  by  the  Act  of 
October  l!).'l!)85  (7!)  .Stat.  !)8.5:  22  U.S.G. 
2450),  Executive  Order  12047  of  March 
27,  1978,  the  F'oreign  Affairs  Reform  and 
Restructuring  Act  of  1!)!)8  (112  .Stat. 
2881,  et  seq.;  22  U..S.G.  8501  note,  et 
seq.).  Delegation  of  Authority  No.  234  of 
October  1,  1!)!)!).  Delegation  of  Authority 
No.  238-3  of  August  28,  2000  (and,  as 
ajipropriate.  Delegation  of  Authority  No. 
257  of  April  15,  2003).  I  hereby 
determine  that  the  objects  to  he 
included  in  the  exhibition  “SHANGAA. 
Art  of  Tanzania.”  inqiorted  from  abroad 
for  temjiorary  exhibition  within  the 
United  .States,  are  of  cultural 
significance.  The  objects  are  imported 
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pursuant  to  loan  agreonuMits  with  the 
foreign  owners  or  custodians.  1  also 
(h'termine  that  the  exhibition  or  disj)lay 
of  the  exhibit  objects  at  Q(X^  Art 
Gallery.  Queensborough  (ioniiminity 
('.ollege,  Bayside.  NY.  from  on  or  about 
February  22,  2018.  until  on  or  about 
May  17,  2018:  the  Portland  Mu.seum  of 
Art.  Portland,  Maine,  from  on  or  about 
June  8.  2018.  until  on  or  about  August 
2.5,  2018,  and  at  possible  additional 
exhibitions  or  venues  yet  to  be 
determined,  is  in  the  national  interest. 

1  have  ordered  that  Public  Notice  of 
the.se  Determinations  be  publi.shed  in 
the  Federal  Register. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
further  information,  including  a  list  of 
the  exhibit  objects,  contact  Julie 
Simpson,  Attorney-Adviser.  Office  of 
the  Legal  Adviser.  U.S.  Department  of 
State  (telephone:  2()2-()82-(i4(i7).  The 
mailing  address  is  IJ.S.  Dej)artment  of 
State.  SA— 5,  L/PD.  Fifth  Floor  (Suite 
.51108),  Washingtom  DC  2().522-().50.5. 

Haled:  |aiiuary  17.  201  ;i. 

|.  Adam  Kndi, 

Principal  l)(‘])ulv  Assistanl  Sacrctan'.  Ihiraaii 
(if  mdiicatinnal  an(f  (Ailtiiral  Affairs. 
Dcpartmant  af  State. 

|!'K  Hoc.  2(n:i-(n,">4(i  l-iled  1-24-1:1:  8:4,")  am) 
BILLING  CODE  4710-05-P 

DEPARTMENT  OF  STATE 
[Public  Notice  8160] 

Culturally  Significant  Objects  Imported 
for  Exhibition  Determinations:  “Frida  & 
Diego:  Passion,  Politics  and  Painting” 

SUMMARY:  Notice  is  hereby  given  of  the 
following  determinations:  Pursuant  to 
the  authority  vested  in  me  by  the  Act  of 
October  19.  190.5  (79  Stat.  985:  22  IJ.S.G. 
2459),  Executive  Order  12047  of  March 
27.  1978,  the  P'oreign  Affairs  Reform  and 
Restructuring  Act  of  1998  (112  Stat. 
2081,  e/  .se(/.;22  IJ.S.C.  0501  note,  ef 
se(j.).  Delegation  of  Authority  No.  2‘84 
of  October  1.  1999,  and  Delegation  of 
Authority  No.  280-8  of  August  28.  2000 
(and,  as  ajiprojiriate.  Delegation  of 
Authority  No.  257  of  Ajnil  15.  2008),  1 
hereby  determine  that  the  objects  to  be 
included  in  the  exhibition  "Frida  & 
Diego:  Passion.  Politics  and  Painting.” 
imported  from  abroad  for  temjKirarv 
exhibition  within  the  United  States,  are 
of  cultural  significance.  The  objects  are 
im])orted  pursuant  to  loan  agreements 
with  the  foreign  owners  or  custodians. 

1  al.so  determine  that  the  exhibition  or 
display  of  the  exhibit  objects  at  The 
High  Museum  of  Art  in  Atlanta,  Georgia 
from  on  or  ahout  February  14,  2018, 
until  on  or  about  May  12.  2018,  and  at 
possible  additional  exhibitions  or 


venues  yet  to  be  determined,  is  in  the 
national  interest.  1  have  ordered  that 
Public  Notice  of  these  Determinations 
be  published  in  the  Federal  Register. 

FOR  FURTHER  INFORMATION  CONTACT:  f  or 
further  information,  including  a  list  of 
the  exhibit  objects,  contact  Ona  M. 
llahs.  Attorney-Adviser,  Office  of  the 
Legal  Adviser,  U.S.  Department  of  State 
(telej)hone:  202-082-0478).  'I'he  mailing 
address  is  U.S.  Dejiartment  of  State,  SA- 
5,  L/PD.  Fifth  Floor  (Suite  51108). 
Washington.  DC  20522-0505. 

Daliul:  liimiarv  17.  2018. 

).  Adam  Kreli, 

Principal  Deputy  Assistant  SecretaiT.  Bureau 
of  Educational  and  (Adtund  Affairs. 
Department  of  St(de. 

IKK  Doc.  2111:1-01. ">4!)  Kilod  l-24-i:i:  8:4.1  iim] 
BILLING  CODE  4710-05-P 

SUSQUEHANNA  RIVER  BASIN 
COMMISSION 

Public  Hearing 

AGENCY:  Susiiiiehaniia  River  Basin 
(Ximmission. 

ACTION;  Notice. 

SUMMARY:  The  Susiiuehanna  River  Basin 
Gommission  will  hold  a  public  hearing 
on  February  14,  2018.  in  Harrisburg. 
Pennsvlvania.  At  this  jmblic  hearing, 
the  Gommission  will  hear  testimony  on 
the  projects  listed  in  the  Supplementary 
Information  section  of  this  notice.  Such 
jirojects  are  intended  to  be  scbeduled 
for  ('.ommission  action  at  its  next 
busine.ss  meeting,  tentatively  .scheiluled 
for  March  21, 2018,  which  will  be 
noticed  .sejiarately.  The  public  should 
take  note  that  this  public  hearing  will  be 
the  only  opportunity  to  offer  oral 
comment  to  the  (knnmi.ssion  for  the 
listed  |)rojects.  The  deadline  for  the 
submission  of  written  comments  is 
February  25,  2018. 

DATES:  'file  jniblic  hearing  will  convene 
on  February  14,  2018.  at  1:00  p.m.  The 
public  hearing  will  end  at  2:45  ji.m.  or 
at  the  conclusion  of  puhlic  testimony, 
whichever  is  sooner.  The  deadline  for 
the  submission  of  written  comments  is 
February  25,  2018. 

ADDRESSES:  The  public  hearing  will  be 
conducted  at  the  Pennsylvania  State 
(iapitol,  Room  8E-B,  East  Wing. 
Gonnnonwealth  Avenue.  Harri.shurg,  Pa. 
FOR  FURTHER  INFORMATION  CONTACT: 
Richard  A.  (Xiiro,  (General  (Counsel, 
telephone:  (717)  288-0428,  ext.  800;  fax: 
(717)  288-2480. 

Information  concerning  the 
ajiplications  for  these  jirojects  is 
available  at  tbe  SRBG  Water  Resource 
Portal  at  wwiv.srhc.iKd/wrp.  Materials 


and  su|)j)orting  documents  are  available 
to  insjiect  and  cojiy  in  accordance  with 
the  Gommission’s  Access  to  Records 
I’olicy  at  www.srbc.nef/puhinfo/docs/ 
20()B-()2  %2()A  C(:ess%  2()to  %  20 
H(‘(:ovds%>20Policy%200-l  0-00  .PDF . 

Opportunity  To  Appear  ond 
Ooinmenf:  Interested  jiarties  may  ajijiear 
at  the  hearing  to  offer  comments  to  the 
(kimmi.ssion  on  any  jiroject  listed 
below.  The  jiresiding  officer  reserves  the 
right  to  limit  oral  statements  in  the 
interest  of  time  and  to  otherwise  control 
the  course  of  the  hearing.  Ground  rules 
will  be  jiosted  on  the  (’.ommi.ssion’s  web 
site,  wwu’.srhe.net,  jirior  to  the  hearing 
for  review.  The  jiresiding  officer 
reserves  the  right  to  modify  or 
snjijilement  such  rules  at  the  hearing. 
Written  comments  on  any  jiroject  listed 
below  may  also  be  mailed  to  Mr. 

Richard  Gairo,  General  Goun.sel, 
Susquehanna  River  Basin  Gommission, 
1721  North  Front  Street,  Harri.sburg,  Pa. 
17102-2891.  or  submitted  electronically 
through  http:/ /ww'w.srbv.nef / pubinfo/ 
publicparticipation.htm.  C]omments 
mailed  or  electronically  submitted  must 
be  received  by  the  Gommission  on  or 
hefore  Febrnary  25,  2018,  to  be 
considered. 

SUPPLEMENTARY  INFORMATION:  file 
jiublic  hearing  will  cover  the  following 
Jirojects: 

Projects  Scheduled  for  Rescission 
Action 

1.  Project  Sjionsor:  AES  Westover, 

LL(^  Project  Facility:  AES  Westover 
(ienerating  Station,  Town  of  Union  and 
Village  of  Johnson  Gity,  Broome  (xiunty, 
N.Y.  (Docket  No.  2()()7l)9()2). 

2.  Project  Sponsor  and  Facility;  Glark 
Trucking,  LLG  Northeast  Division 
(Lycoming  Greek).  Lewis  Townshiji, 
Lvcoming  Gountv,  Pa.  (Docket  No. 
2()111207). 

8.  Project  Sponsor  and  Facility: 
Southwe.stern  Energy  Production 
(kimjiany  (Tuscarora  Greek),  Tnscarora 
Townshiji,  Bradford  Gonntv,  Pa.  (Docket 
No.  20110818). 

4.  Project  Sjionsor  and  Facility:  EQT 
Production  Gomjiany  (Frano  Freshwater 
Imjioundment),  VVa.shington  Townshiji, 
Jefferson  Gounty,  Pa.  (Docket  No. 
20110918). 

I’rojects  Scheduled  for  Action 

1.  Project  Sjionsor  and  Facility; 
Anadarko  E8:P  (kimjiany  LP  (West 
Branch  Sn.sqnehanna  River),  Nijijienose 
Townshiji,  Lycoming  (kiiinty.  Pa. 
Ajijilication  for  renewal  of  surface  water 
withdrawal  of  nji  to  0.720  mgd  (jieak 
day)  (Docket  No.  20090807). 

2.  Project  Sjionsor  and  Facility:  Black 
Bear  Waters,  LL("  (Lycoming  Greek), 
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Lewis  'rowiishi]),  Lycoming  County,  Fa. 
Modification  to  increase  surface  water 
witlidrawal  l)y  an  additional  ().5()()  mgd 
(peak  day),  for  a  total  of  0. 000  mgd 
(peak  day)  (Docket  No.  20120303). 

3.  Project  S])onsor  and  Facility: 
Caernarvon  Township  Authority, 
Caernarvon  Town.ship,  Perks  Conntv. 

Pa.  A])])lication  for  renewal  of 
groundwater  withdrawal  of  ii])  to  0.080 
mgd  (30-da V  average)  from  Well  (i 
(Docket  No^  10820012). 

4.  Project  S])onsorand  Fac;ility: 
Chesa))eake  Appalachia.  LLC 
(Sn.s(piehanna  River).  Athens  Township, 
Pradford  County,  Pa.  Application  for 
remnval  of  surface  water  withdrawal  of 
lip  to  1.440  mgd  (peak  dav)  (Docket  No. 
20080000). 

5.  Project  Sponsor  and  Facility: 
Chesapeake  Ajipalachia,  LLC 
(Smsipiehanna  River),  Mehoopany 
Township.  Wyoming  County.  Pa. 
Ajiplication  for  renewal  of  surface  water 
withdrawal  of  np  to  0.000  mgd  (peak 
day)  (Docket  No.  20080023). 

0.  Project  Sponsor  and  Facility: 
Chesapeake  Ajijialachia,  LLC 
(Snsipiehanna  River),  Wy.sox  Township, 
Pradford  County,  Pa.  Apjilication  for 
renewal  of  surface  water  withdrawal  of 
np  to  0.000  mgd  (jieak  day)  (Docket  No. 
20080014). 

7.  Project  S])onsorand  Facility:  Citrus 
Fnergy  (Snstpiehanna  River). 

Washington  Townshij).  Wyoming 
County,  Pa.  Application  for  renewal  of 
surface  water  withdrawal  of  np  to  1.004 
mgd  (peak  day)  (Docket  No.  20081 20.5). 

8.  Project  Sponsor  and  Facility: 
Eijiiipment  Transport,  LLCi  (Pine  Creek), 
Caines  Township,  Tioga  (Comity,  Pa. 
Apjilication  for  surface  water 
withdrawal  of  nj)  to  0.467  mgd  (peak 
day). 

0.  Project  Sjionsor  and  Facility: 
Caleton  Porongh  Water  Authority, 
Chileton  Porongh,  Potter  (’onnty.  Pa. 
Application  for  groundwater 
withdrawal  of  up  to  0.288  mgd  (30-day 
average)  from  the  Cermania  Street  Well. 

10.  Project  .Sjjonsor  and  Facility: 
llontzdale  Municipal  Authority 
(Peccaria  Springs),  Culich  Townshij), 
Clearfield  County,  Pa.  Ajjjilication  for 
.surface  water  withdrawal  of  nj)  to  .5.000 
mgd  (j)eak  day). 

11.  Project  Sj)on.sor  and  Facility: 
Hydro  Rec:overy-Antrim  LP,  Duncan 
Townshij),  Tioga  County,  Pa. 
A|)])lication  for  consnm])tive  water  use 
of  u|)  to  1.872  mgd  (jieak  dav). 

12.  Project  Sjionsor  and  Facility:  Mark 
Manglaviti  &  Scott  Kre.sge 
(1'unkhannock  Creek).  Tunkhannock 
Town.ship,  Wyoming  County.  Pa. 
A])i)lication  for  surface  water 
withdrawal  of  uj)  to  0.009  mgd  (j)eak 
day). 


13.  Project  S])onsor  and  Facilitv: 
Mountain  Energy  Services,  Inc. 
(Tunkhannock  Creek),  Tunkhannock 
Townshij),  Wyoming  Conntv,  Pa. 
Modification  to  increase  surface  water 
withdrawal  hy  an  additional  0.490  mgd 
(j)eak  day),  for  a  total  of  1 .498  mgd 
(j)eak  day)  (Docket  No.  20100309). 

14.  Project  .Sj)onsor:  Perdue  Crain  and 
Oilseed,  LL(].  Project  Facility:  Perdue 
.Soybean  (irnsh  Plant,  (ionoy  Townshij), 
Lancaster  Comity,  Pa.  Aj)j)lication  for 
consnmj)tive  water  use  of  nj)  to  0.300 
mgd  (j)eak  day). 

1.5.  Project  Sjionsor:  Perdue  Crain  and 
Oilseed,  LLO  Project  Facility:  Perdue 
.Soybean  Crn.sh  Plant,  Conoy  Townshij). 
Lancaster  County,  Pa.  Aj)j)lication  for 
groundwater  withdrawal  of  uj)  to  0.028 
mgd  (30-day  average)  from  Well  AP-2. 

16.  Project  Sjionsor:  R.R.  Donnelley  & 
Sons  (]omj)any.  Project  Facilitv:  West 
Plant,  City  of  Lancaster,  Lanca.ster 
County.  Pa.  Modification  to  increase 
consnmj)tive  water  use  hy  an  additional 
0.019  mgd  (j)eak  day),  for  a  total  of 
0.099  mgd  (j)eak  day)  (Docket  No. 
19910702). 

17.  Project  Sj)on.sor  and  Facility: 
Talisman  Energy  IJ.SA  Inc.  (.Sugar 
C.reek).  West  Burlington  Townshij), 
Bradford  (Conntv,  Pa.  Aj)j)lication  for 
renewal  of  surface  water  withdrawal  of 
UJ)  to  2.000  mgd  (j)eak  dav)  (Docket  No. 
20090327). 

18.  Project  .Sj)onsorand  Facility: 
Talisman  Energy  IJ.SA  Inc.  (Towanda 
(Jreek — Franklin  Townshij)  Volunteer 
Fire  Dej)artment).  Franklin  Townshij), 
Bradford  (Jounty,  Pa.  Aj)j)lication  for 
renewal  of  surface  water  withdrawal  of 
UJ)  to  2.000  mgd  (j)eak  dav)  (Docket  No. 
20081210). 

19.  Project  .Sjionsor  and  Facility: 
Titanium  Metals  ('.orj)oration  (TIMET), 
Caernarvon  Townshij),  Berks  CJountv. 

Pa.  Modification  to  increase 
consumjjtive  water  use  by  an  additional 
0.044  mgd  (j)eak  day),  for  a  total  of 
0.177  mgd  (j)eak  dav)  (Docket  No. 
20080616). 

20.  Project  .Sj)onsor  and  Facility:  Ultra 
Resources,  Inc.  (Cowanesijne  River), 
Deerfield  'Pownshij),  Tioga  County.  Pa. 
Aj)j)lication  for  renewal  of  surface  water 
withdrawal  of  nj)  to  0.217  mgd  (j)eak 
day)  (Docket  No.  20081229). 

21.  Project  .Sj)onsor  and  Facility:  Ultra 
Resources,  Inc.  (Pine  (Jreek),  Pike 
Townshij),  Potter  (Jountv.  Pa. 
Aj)j)lication  for  renewal  of  surface  water 
withdrawal  of  uj)  to  0.936  mgd  (j)eak 
day)  (Docket  No.  20090332). 

22.  Project  Sj)onsor  and  Facility:  WPX 
Energy  Aj)j)alachia.  LLC  (.Susijnehanna 
River),  (Jreat  Bend  Town.shij), 
.Susquehanna  County,  Pa.  Aj)j)lication 
for  renewal  of  surface  water  withdrawal 


of  UJ)  to  1.000  mgd  (j)eak  dav)  (Docket 
No.  20090303). 

Authority:  Pul).  L.  <)t-.57.5.  84  .Stat.  1.50!) 

(■/  Ndq..  18  (Jl'K  ])arls  800-808. 

Ilatiul:  lanuary  11,  2013. 

'lliomas  VV.  Beaiiduy, 

Dapiilv  Extfciilivo  Diraclor. 

|I-K  Doc.  20i:)-()14!)!)  Mlod  l-24-i:):  8:4,5  iiin| 

BILLING  CODE  7040-01-P 

DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Twenty-First  Meeting:  RTCA  Special 
Committee  213,  Enhanced  Flight 
Vision  Systems/Synthetic  Vision 
Systems  (EFVS/SVS) 

agency:  Federal  Aviation 
Admini.stration  (FAA).  U..S.  Dej)artment 
of  3’ransj)ortation  (DOT). 

ACTION:  Meeting  Notice  of  RTCA  .Sjiecial 
Committee  213,  Enhanced  Flight  Vision 
.Svstems/.Svnthetic  Vision  .Svstems 
(EFVS/SV.S). 

SUMMARY:  The  FAA  is  i.ssning  this  notice 
to  advise  the  jmhlic  of  the  twenty-fir.st 
meeting  of  the  RT(JA  .Sj)ecial  (Jommittee 
213,  Enhanced  Flight  Vision  .Svstem.s/ 
.Synthetic  Vision  Sy.stems  (EFVS/SVS). 
DATES:  The  meeting  will  he  held 
Fehrnarv  .5-7,  2013  from  9:00  a.m.-.5:00 
j).m.  on  the  fir.st  two  (lavs  and  from  9:00 
a. 111.-3:00  ji.ni.  on  the  la.st  dav. 
ADDRESSES:  'I’lie  meeting  will  he  held  in 
the  Oak  Ballroom  of  the  Radisson  .Suite 
Hotel  Oceanfront.  3101  North  Highway 
AlA.  Melbourne.  FL,  32903,  telejjhone 
(321)  77.3-9260. 

FOR  FURTHER  INFORMATION  CONTACT:  The 
RTCA  Secretariat,  1150  18th  .Street  NW.. 
.Suite  910,  Wa.shington,  DC  20036,  or 
telejihone  at  (202)  833-9339.  fax  at  (202) 
833-9434,  or  Web  site  at  http:// 
innr./ff.Y/.o/g.  Alternately,  contact 
Jennifer  Iversen  of  RTCA  at  (202)  330- 
0662,  email  jivf;i'snn@rtcci.org,  Tim 
Etherington  at  (319)  295-5233,  email 
tjethei'i@rock\YeUcoIlins.(:om,  or  Patrick 
Krohn  at  (425)  602-1375,  email 
pkvohn@iuisc.com. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  section  10(a)(2)  of  the  Federal 
Advisory  Committee  Act  (Pnh.  L.  92- 
463,  5  U..S.(J.,  Ajij).),  notice  is  herehv 
given  for  a  meeting  of  .Sjiecial 
(Jommittee  213.  The  agenda  will  include 
the  following: 

Tuesday,  February  5,  2013 
Plcnaiy  Discussion 

•  Introductions  and  administrative 
items 

•  Review  and  aj)j)rove  minutes  from 
la.st  full  j)lenary  meeting 
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•  Review  of  terms  of  referenc;e 

•  Status  of  DO-341  A  and  DO-31 50 

•  DO-315C  and  DO-341A  review 

Wednesday,  February  (»,  2013 
Plenaix  Discussion 

•  \V(i-l  DO-3150  review 

•  \V(i— 2  DO-341  A  review 

Thursday,  February  7,  2013 
Plcnaix  Discussion 

•  WO— 1  DO-31 5(0'eview 

•  \V(i— 2  DO-341  A  revi(!w 

•  Administrative  items 

•  Adjourn 

Attendance  is  open  to  the  interested 
public  but  limited  to  space  availability. 
\Vitb  the  approval  of  the  chairman, 
members  of  the  public  may  i)resent  oral 
statements  at  the  meeting.  Persons 
wishing  to  present  statements  or  obtain 
information  should  contact  the  per.son 
listed  in  the  FOR  FURTHER  INFORMATION 
CONTACT  .section.  Members  of  the  public 
may  present  a  written  statement  to  the 
committee  at  anv  time. 

IssikhI  in  Washinglon.  D(',.  on  lanuiiry  lU. 
201.3. 

Richard  F.  Cionzalez 

Man<i"cm(!nl  Analvsl.  Ihisinass  Opcvations 
Group.  A\'G-A  12.  .\AS  liiisiuoss  Solulions. 
Next  Gen  Office. 

|I  K  Ddc.  2013-()i:{80  MIihI  l-24-i;t:  K:4.S  anil 
BILLING  CODE  4910-1 3-P 

DEPARTMENT  OF  TRANSPORTATION 

Federal  Motor  Carrier  Safety 
Administration 

[Docket  No.  FMCSA-2008-0362] 

Medical  Review  Board  Public  Meeting 

AGENCY:  Federal  Motor  Carrier  Safety 
Administration  (FMCSA).  DOT. 

ACTION:  Notice  of  Medical  Review  Board 
(MRB)  jniblic  meeting. 

SUMMARY:  FMCSA  announces  that  the 
Mculical  Review  Board  (MRB)  will  meiit 
on  February  13.  2013.  The  MRB  will 
review  an  evidence  rejiort  about  fatigue- 
related  re.searcb  concerning  bus  and 
motorcoacb  drix'ers  to  identify  relevant 
scientific  and  medical  .studies  the 
Agency  could  rely  upon  in  making  any 
future  decisions  about  the  DOS 
re(|uirements  a])])licable  to  such  drivers. 
The  meeting  is  ojien  to  the  jniblic  and 
there  will  be  a  jniblic  comment  jnn  iod 
at  tbe  end  of  the  day. 

Times  and  Dates:The  meeting  will  be 
held  on  Wedne.sday,  F'eliruarv  13,  2013, 
from  0  a.m.  to  5  ji.in..  Fastern  Standard 
Time  (F.S.T.).  The  meeting  will  be  held 
at  the  Milton  Alexandria  Old  Town. 
1707  King  Street.  Alexandria.  VA  22314 


in  Salon  Bt;  on  the  main  floor.  The 
Hilton  Alexandria  Old  Town  is  located 
across  the  street  from  the  King  Street 
Metro  station. 

An  agenda  for  the  meeting  will  be 
made  available  in  advance  of  the 
meeting  at  http:/ /nub.fmcsu.dot .^ov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Angela  Ward.  R.N.,  Nurse  (Consultant, 
Medical  Programs  Division,  Federal 
Motor  (Carrier  Safety  Administration, 
1200  New  Jersev  Avenue  SE., 
Washington,  D(C  20500.  (202)  300-4001 . 
fmcsumedicul@dot.p,o\’. 

Services  for  Individuals  With 
Disabilities 

For  information  on  facilities  or 
services  for  individuals  with  di.sabilities 
or  to  reejuest  sjiecial  assistance  at  the 
meeting,  cxmtact  Angela  VV^ard  at  (202) 
300-4001  or  at  fmcsuinedicul@dot.oov 
by  Tuesday.  Feinuary  5,  2013. 
SUPPLEMENTARY  INFORMATION: 

I.  Background 

MRB 

The  Miulical  Review  Board  (MRB)  is 
comjn  i.sed  of  five  medical  exjierts  who 
serve  .staggered,  2-year  terms.  The  IJ.S. 
Secretary  of  Transjiortation  announced 
tho.se  currently  serving  on  the  MRB  on 
November  2,  2010,  aiul  )une  13,  2012. 
Section  41  Ki  of  tbe  Safe,  Accountable, 
Flexible.  Efficient  'rransjiortation  Ecjuilv 
Act:  A  Legacy  for  Users  (SAFETEA-LIJ). 
iPub.  L.  100-^50,  110  Slat.  1144.  Aug.  10, 
20051  reijuires  the  Secretary  of 
Transjiortation,  with  the  advice  of  the 
MRB  and  the  chief  medical  examiner,  to 
e.stablish.  review,  and  revi.se  “medical 
standards  for  ojierators  of  commercial 
motor  vehicles  that  will  ensure  that  the 
jihysical  condition  of  ojierators  of 
commercial  motor  vehicles  is  adequate 
to  enable  them  to  ojierate  the  vehicles 
safely.” 

The  MRB  ojierates  in  accordance  with 
the  Federal  Advisory  Committee  Act 
(FACA)  as  announced  in  the  Federal 
Register  (70  FR  57042,  October  3,  2005). 
The  MRB  is  charged  initially  with  the 
review  of  all  current  FM(]SA  medical 
standards  (4t)  CFR  391.41).  as  well  as 
jirojiusing  new  science-based  standards 
and  guidelines  lo  ensure!  that  drivers 
ojierating  commercial  motor  vehicles 
((^MVs)  in  interstate  commerce,  as 
defined  in  49  CF’R  390.5,  are  jihysically 
cajiable  of  doing  so. 

II.  Meeting  Particijiation 

The  entire  meeting  of  the  MRB  is 
ojnni  to  the  jniblic.  Oral  comments  on 
the  to])ic  from  the  jiublic  will  be  heard 
during  the  last  hour  (3:45  j).m.  to  4:45 
j).m.)  of  the  meeting.  Oral  comments 
may  be  limited  and  will  be  accejited  on 


a  first  come,  first  servi!  basis  as 
nicjiiestors  register  at  the  meeting. 

Should  all  jniblic  comments  be 
exhau.sted  jn  ior  to  the  end  of  the 
sj)(!cified  jieriod,  th(!  comment  jieriod 
will  clo.se.  Members  of  the  jniblic  may 
submit  written  comments  to  the  Federal 
Docket  Management  System  (FDM.S)  on 
this  toj)ic  by  Tuesday,  February  5,  2013. 
You  may  submit  written  comments 
bearing  the  Federal  Docket  Management 
System  (FDMS)  Docket  ID  FMCSA- 
2()()8-()3()2  using  any  of  the  following 
methods: 

•  Fedei'ul  eHulemuking  Ported:  Oo  to 
http://\v\\'\v. reguIutions.gov.  F'ollow  the 
on-line  instructions  for  submitting 
comments. 

•  Xlui\:  Docket  Management  Facility: 
IJ.S.  Dejiartment  of  Transjiortation,  1200 
New  Jer.sey  Avenue  SE.,  West  Building, 
Room  W12-140,  Washington,  DU 
20003-3302. 

•  Hand  Deliveiv:  West  Building 
(hound  Floor,  Room  Wl  2-140,  1200 
New  Jer.siiy  Avenue  SE.,  Washington, 

DU,  between  9  a.m.  and  5  j).m.  ET., 
Monday  through  F’ridav.  excejit  Federal 
holidays. 

•  Federal  eRuIemuking  Portal:  Go  to 
http://\v\v\v.regulut ions.gov.  Follow  the 
online  instructions  for  .suhmitting 
comments. 

•  Fax:  1-202-493-2251. 

Instructions:  KiU'.h  snhmission  must 

include  the  Agiincy  name  and  FDMS 
Docket  ID  for  this  Notice.  Note  that  DOT 
jiosts  all  comments  without  change  to 
htt})://\v\v\v. regulations. gov,  including 
any  jiersonal  information  included  in  a 
comment.  Please  see  the  Privacy  Act 
heading  below  for  further  information. 

Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments  received,  go  to  http:// 
mvw.regulutions.gov  at  any  time  or 
Room  \V1 2-140  on  the  ground  level  of 
the  West  Building.  1200  New  Jersey 
Avenue  SE.,  Washington,  D(J,  between  9 
a.m.  and  5  j).m.  ET.  Monday  through 
Friday,  excejit  Federal  holidays.  The 
FDMS  is  available  24  hours  each  day, 
305  days  each  year.  If  yon  want 
acknowledgment  that  we  received  your 
comments,  jilease  include  a  self- 
addressed,  stamjied  envelojie  or 
jiostcard  or  jirint  the  acknowledgement 
jiage  that  ajjjiears  after  submitting 
comments  on-line. 

/^/7vf/f,T  Ac/;  Anyone  may  search  the 
electronic  form  of  all  comments 
received  into  anv  of  our  dockets  bv  the 
name  of  the  individual  submitting  the 
comment  (or  of  the  jierson  signing  the 
comment,  if  submitted  on  behalf  of  an 
association,  business,  labor  union,  etc.). 

You  may  review  the  DOT’s  comjilete 
Privacy  Act  Statement  in  the  Federal 
Register  jmblished  on  Ajnil  11, 2090 
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(85  FR  19477).  This  information  is  also 
availal)le  at  http://\\’\\’\\  .wgiil(if ions.gov. 

Issued  on:  )amiary  IS.  201 S. 

Larry  VV.  Minor, 

Assoc  idle  Addiiiiistralor  of  Policy. 

II'K  Doc.  2()i;t-l)ir)l()  Filed  l-24-i:t:  8:4.")  ain| 
BILLING  CODE  4910-EX-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Motor  Carrier  Safety 
Administration 

[FMCSA  Docket  No.  FMCSA-201 2-0348] 

Qualification  of  Drivers;  Exemption 
Applications;  Diabetes  Mellitus 

agency:  Federal  Motor  Carrier  Safety 
Administration  (FMCSA),  DO'f 
ACTION:  Notice  of  final  dispo.sition. 

SUMMARY:  FMCSA  announces  its 
decision  to  exemjjt  20  individuals  from 
its  rule  prohibiting  persons  with 
insnlin-treated  diabetes  mellitus  (ITDM) 
from  operating  commercial  motor 
vehicles  (CMVs)  in  inter.state  commerce. 
The  exenijitions  will  enable  these 
individuals  to  operate  CMVs  in 
interstate  commerce. 

DATES:  The  exem])tions  are  (Tfective 
January  25.  2013.  The  exemptions 
ex])ire  on  January  20.  2015. 

FOR  FURTHER  INFORMATION  CONTACT: 
Flaine  M.  Fapj),  (ihief.  Medical 
I’rograms  Division,  (202)  300-4001. 
fmcs(nnodical@dot.gov,  FMCSA.  Room 
\V()4-224,  Dejiartment  of 
Transj)ortation,  1200  New  Jersey 
Avenue  SE.,  Washington,  DC  20590- 
0001.  (Iffice  hours  are  from  8:30  a.m.  to 
5  p.m.,  Monday  through  Friday,  excejjt 
Federal  holidays. 

SUPPLEMENTARY  INFORMATION: 

Electronic  Access 

You  may  see  all  the  comments  online 
through  the  Federal  Document 
Management  System  (FDMS)  at:  http:// 
WWW. raguhit  ions.gov. 

Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments,  go  to  http:// 
www.rcgnidlions.gov  and/or  Room 
W1 2-140  on  the  ground  level  of  the 
West  lluilding,  1200  New  Jersey  Avenue 
SE.,  Washington,  DC.  between  9  a.m. 
and  5  i).m..  Monday  through  Friday, 
exce|)t  Federal  holidays. 

Privacy  Act:  Anyone  may  search  the 
electronic  form  of  all  c:omment.s 
received  into  any  of  DOT's  dockets  by 
the  name  of  the  individual  submitting 
the  comment  (or  of  the  jjerson  signing 
the  comment,  if  submitted  on  behalf  of 
an  as.sociation.  business,  labor  union,  or 
other  entity).  You  may  review  DOT’s 


Privacy  Act  Statement  for  the  Federal 
Docket  Management  System  (FDMS) 
])ul)lished  in  the  F’ederal  Register  on 
December  29,  2010  (75  I'R  82132),  or 
you  may  visit  http://www.gpo.gov/fdsvs/ 
])kg/FH-2()]()-I2-2{)/pdf/2()1()- 
22871). pdf. 

Background 

On  November  20,  2012.  FMCSA 
published  a  notice  of  recei])t  of  Federal 
diabetes  exeni])tion  a])plications  from 
20  individuals  and  retjuested  comments 
from  the  public  (77  FR  70530).  The 
public  comment  j)eriod  closed  on 
December  20,  2012,  and  no  comments 
w(;r(!  rijceived. 

P’MCSA  has  evaluated  the  eligibility 
of  the  20  apj)licants  and  determined  that 
granting  the  exemj)tions  to  these 
individuals  vvouhl  achieve  a  level  of 
safety  equivalent  to  or  greater  than  the 
le\'el  that  would  he  achieved  hv 
com])lving  with  the  current  regulation 
49  CFR  391.41(1))(3). 

Diabetes  Mellitus  and  Driving 
Experience  of  the  Applicants 

The  Agency  established  the  current 
re(]uirement  for  diabetes  in  1970 
h(;cau.se  .several  risk  studies  indicated 
that  drivers  with  diabetes  had  a  higluir 
rate  of  crash  involvement  than  the 
general  ])opulation.  The  diahijtes  rule 
provides  that  “A  ])(!r.son  is  physically 
(jualified  to  drive  a  comm(m;ial  motor 
vehicle  if  that  person  has  no  established 
medical  historv  or  clinical  diagnosis  of 
diabetes  mellitus  currently  retjuiring 
insulin  for  control"  (49  CTR 
391.41(h)(3)). 

FMCSA  established  its  diabetes 
exemption  jirogram,  ha.sed  on  the 
Agency's  July  2000  study  entitled  “A 
Rejjort  to  Congress  on  the  Feasibility  of 
a  Program  to  Qualify  Individuals  with 
Insulin-Treated  Diabetes  Mellitus  to 
Qpmate  in  Inter.state  (k)mmerce  as 
Directed  by  the  Transportation  Act  for 
the  21st  Century.”  The  re])ort  concluded 
that  a  safe  and  practicable  protocol  to 
allow  some  drivers  with  ITDM  to 
operate  CMVs  is  feasible.  The 
September  3,  2003  (08  FR  52441), 
Federal  Register  notice  in  conjunction 
with  the  November  8,  2005  (70  FR 
07777),  Federal  Register  notice  provid(!s 
the  current  j)rotocol  for  allowing  such 
drivers  to  ojjerate  CMVs  in  interstate 
commerce. 

These  20  api)licant.s  have  hail  ITDM 
over  a  range;  of  1  to  24  years.  These 
applicants  re])orl  no  seven; 
hypoglvcemic  reactions  resulting  in  lo.ss 
of  consciou.sness  or  .seizure,  reejuiring 
the  assistance  of  another  per.son,  or 
resulting  in  impaired  cognitive  function 
that  occurred  without  warning 
symptoms,  in  the  pa.st  12  months  and  no 


r(;current  (2  or  more)  .sev(;n; 
hyiJoglycemic  ejji.sodes  in  the  pa.st  5 
years.  In  each  case,  an  endocrinologist 
verified  that  the  driver  has 
demonstrated  a  willingne.ss  to  properlv 
monitor  and  managi;  his/her  diabetes 
mellitus.  received  education  related  to 
diabetes  management,  and  is  on  a  stable 
insulin  regimen.  The.se  drivers  rej)ort  no 
other  di.s(jualifying  conditions, 
including  diabetes-related 
complications.  Each  meets  the  vision 
reepurement  at  49  CFR  391.41(h)(l()). 

The  (jualifications  and  medical 
condition  of  eac:h  ap])licant  were  .stated 
and  di.scus.sed  in  detail  in  the  November 
20,  2012,  Federal  Register  notice  and 
they  will  not  he  repeated  in  this  notice. 

Discussion  of  Comments 

FMCSA  received  no  comments  in  this 
proceeding. 

Basis  for  Exemption  Determination 

Under  49  U.S.C.  31130(e)  and  31315, 
FMCSA  may  grant  an  ex(;m])tion  from 
the  diabetes  r(;(|uir(;ment  in  49  CFR 
391.41(h)(3)  if  the  exemjition  is  likely  to 
achieve  an  equivalent  or  greater  level  of 
salety  than  would  In;  achieved  without 
the  exemption.  The  ex(;mj)tion  allows 
the  aj)plicant.s  to  operate  CMVs  in 
interstate  commerce. 

To  evaluate  the  effect  of  these 
exemptions  on  safety,  FMCSA 
considered  m(;dical  rejjorts  about  the 
applicants'  ITDM  and  vision,  and 
reviewed  the  tn;ating  endoc:rinologi.st.s’ 
medical  opinion  related  to  the  ability  of 
the  driver  to  safely  operate  a  CMV  while 
using  insulin. 

Conse(|uently,  FMCSA  finds  that  in 
each  case  exempting  the.se  applicants 
from  the  diabetes  requirement  in  49  (3'’R 
391 .41(h)(3)  is  likely  to  achieve  a  level 
of  safety  equal  to  that  existing  without 
the  exemption. 

Conditions  and  Requirements 

The  terms  and  conditions  of  the 
exemption  will  he  provided  to  the 
ap])licants  in  the  exemj)tion  document 
and  they  include  the  following:  (1)  That 
each  individual  submit  a  quarterly 
monitoring  checklist  completed  by  the 
tr(;ating  endocrinologi.st  as  w(;ll  as  an 
annual  checklist  with  a  comprehensive 
medical  evaluation:  (2)  that  each 
individual  reports  within  2  business 
days  of  occurrence,  all  episodes  of 
.severe  hyj)oglycemia,  significant 
complic:ation.s.  or  inability  to  manage 
diabetes;  also,  any  involvement  in  an 
accident  or  anv  other  adverse  event  in 
a  CMV  or  personal  vehicle,  whether  or 
not  it  is  related  to  an  e])i.sode  of 
hvi)oglycemia;  (3)  that  each  individual 
provide  a  copy  of  the  ophthalmologi.st’s 
or  optometrist’s  report  to  the  medical 
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examiner  at  the  time  of  the  annual 
medical  examination;  and  (4)  that  each 
individual  provide  a  copy  of  the  annual 
medical  certification  to  the  emplover  for 
retention  in  the  driver's  (|ualification 
rde.  or  keej)  a  cojiy  in  his/her  driver's 
(inaliilcation  fih;  if  h(^/she  is  .self- 
em])loved.  The  driver  imi.st  also  have  a 
co|)y  of  the  certification  when  driving, 
for  pnisentation  to  a  duly  authorized 
Federal.  State,  or  local  enh)rcemenl 
official. 

(Conclusion 

Ba.sed  upon  its  evaluation  of  the  2(i 
exemption  applications.  FMCCSA 
exempts  Kenneth  R.  Anderson  (AL), 
Randle  A.  Badertscher  (WY).  Gerald  R. 
Bryson  (MT),  Matthew  j.  Burris  (MN). 
Samuel  F.  Dyer  (NV'J.  Jerol  G.  Fox  (DE). 
Michael  S.  Freeman  (OR).  Harold  D. 
Grimes  (MI).  Daniel  L.  Helton  (IL). 
Douglas  W.  Hunderman  (Ml).  RoImmI  L. 
john.son  (VA).  Kevin  R.  Martin  (MO), 
George  R.  Miller.  Ill  (BA).  Ronald  G. 
Monroe  (IN),  Ronald  D.  Norton  (\VI). 
Uiwrence  E.  Ol.son  (\VA),  Israel  Ramos 
(NY), )(!()  Ramsey  (ID).  Raymond  E. 
Richardson  (MD).  Graig  \V.  Schafer  (DE), 
Stephen  L.  Scluig  (FE).  Shawn  M. 

S(!eley  (GT).  Mark  S.  Shepherd  (MA).  L. 
Evenitt  Stamper  (IN).  Vernon  F.  Walters 
(ID),  and  Christopher  M.  Young  (OK) 
from  the  ITDM  recpurenumt  in  45)  (CFR 
35)1. 41  (h)(3).  suhjcjct  to  the  conditions 
listcul  under  “Gonditions  and 
R(!(inirements"  above. 

In  accordance;  with  45)  U.S.CC.  3113(}(e) 
and  3131.5  each  exemijtion  will  he  valid 
for  two  years  nnl(;.ss  re\’oked  (;arlier  hv 
FMGSA.  The  exemption  will  he  revoked 
if  the  following  occurs:  (1)  The  person 
fails  to  comjjly  with  the  terms  and 
conditions  of  the  1 /exemption:  (2)  the 
exemi)tion  has  resulted  in  a  lower  level 
of  safety  than  was  maintained  hefon;  it 
was  granted;  or  (3)  continuation  of  the 
exemption  would  not  he  consi.stent  with 
the  goals  and  objectives  of  45)  IJ.S.G. 
3113(j(e)  and  3131.'5.  If  the  exeinjition  is 
still  effective  at  the  end  of  the  2-vear 
period,  the  person  may  ajjply  to  FMGSA 
for  a  n'uewal  under  j)rocedures  in  effect 
at  that  tinu;. 

issu(;(l  on;  |iiiuiarv  18.  20  K). 

I.arry  \V.  Minor, 

AssaviaU'  Administrator  for  Policy. 

IFK  Dim:.  2(U:»-(Ur)12  l•■ill!ll  l-24-ia;  KM.'i  ani| 
BILLING  CODE  4910-EX-P 


DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

[Docket  No.  NHTSA-2012-0110;  Notice  1] 

Ford  Motor  Company,  Receipt  of 
Petition  for  Decision  of 
Inconsequential  Noncompliance 

agency:  National  Highway  Traffic 
Safety  Administration.  DOT. 

ACTION:  Receipt  of  Petition. 

SUMMARY:  Ford  Motor  Gom])anv  '  (Ford) 
has  determined  that  certain  model  vear 
2()()5)-2()12  Ford  F-(i.50  and  F-75()  ' 
trucks  manufactured  between  June  2(), 
2008  and  May  8,  2012,  do  not  fully 
comply  with  paragraph  S.5.3.2(a)  of 
Federal  Motor  Vehicle  Safety  Standard 
(FMVESS)  No.  10.5,  Hydraulic  and 
Electric  Brake  Systems.  Ford  has  filed 
an  a|)propriate  re])orl  ])ur.suant  to  45) 

GFR  part  .573,  Defect  and 
\kmconi})liance  Bespnnsihility  and 
Bei)orts  (dated  July  2,  2012). 

Pursuant  to  45)  IJ.S.G.  30118(d)  and 
30120(h)  (see  imj)l(;menting  rule  at  45) 
(JFR  |)art  .55()).  Ford  has  petitioned  for 
an  exemption  from  the  notification  and 
remedy  requirements  of  45)  IJ.S.G. 
(Jhapter  301  on  the  basis  that  this 
noncompliance  is  inconse(iuential  to 
motor  vehicle  saf(;ty. 

This  notice  of  recei))t  of  Ford's 
petition  is  published  imdi;r45)  IJ..S.G. 
30118  and  30120  and  does  not  r(;|)resent 
any  agency  decision  or  other  exerci.se  of 
judgment  concerning  the  merits  of  the 
petition. 

Vehicles  Involved:  Affected  are 
approximately  15), 750  model  year  2005)- 
2012  Ford  F— 050  and  1*'— 750  trucks  that 
were  manufactured  between  June  20, 
2008  and  May  8.  2012. 

NHTSA  notes  that  the  statutory 
])rovision.s  (45)  IJ.S.G.  30118(d)  and 
30120(h))  that  permit  manufacturers  to 
file  petitions  for  a  determination  of 
inconse(|uentiality  allow  NHTSA  to 
exempt  manufacturers  onlv  from  the 
duties  found  in  sections  30118  and 
30120,  respectively,  to  notify  owners, 
pnrcha.sers,  and  dealers  of  a  defect  or 
noncompliance  and  to  remedv  the 
defect  or  noncomjiliance.  Therefore, 
these  provisions  only  :ipj)ly  to  the 
15). 750-  model  year  2005)-20  1  2  Ford  F- 


'  l•'()^(l  Mcilor  Cdiniianv  is  a  MiatuilacliiriM'  ol  molor 
vdiiclos  and  is  nif^isUsiul  im<l(!r  IIk;  laws  ol  llui 
.Slalt!  of  Oolawai'o. 

-  Ford's  potilion.  which  was  filed  iindcjr  4<l  CFK 
Part  .S.Sli.  |■(H|U(!sls  an  agency  decision  to  exenipl 
Ford  as  a  vdiifle  manufacturer  from  IIk;  notification 
and  ntcall  responsihilities  of  4;i  CFK  Part  ^T.\  for 
l!l. ?.'>(>  of  tlie  afhicted  veliicles.  However,  a  dcuasion 
on  this  ])(dition  cannot  ndieve  vcdiicle  distrihutors 
and  dealers  of  th(;  prohihitions  on  the  sale,  offer  for 
sale,  introduction  or  (hiliverv  for  introduction  into 


850  and  F-750  passenger  vehicles  that 
Ford  no  longer  controlled  at  the  time  it 
determined  that  the  tu)ncom])liance 
exist  nd 

\U)ncoin})liance:  Ford  explains  that 
the  noncompliance  is  that  the  suhjttct 
v(;hicles  do  not  illiimimite  the  ptirking 
brake  telltale  lain])  when  the  ignition 
switch  is  in  the  “on"  or  “start" 
positions  as  reijuired  hv  FMV.S.S  No. 

105. 

Rule  Text 

Paragrajih  S5.3.2(a)  of  FMVS.S  No.  105 
recjuires: 

.S5.:f.2(a)  Excejit  as  jirovided  in  jiaragrapli 
(li)  of  this  section,  all  indicator  lamps  shall 
he  activatcul  as  a  check  of  lamp  Innction 
either  when  the  ignition  (start)  switch  is 
turned  to  tin;  "on''  (rim)  jiosition  wluin  the 
engine  is  not  running,  or  when  the  ignition 
(start)  switch  is  in  a  position  hetweiin  "on" 
(run)  and  “start"  that  is  designated  hy  the 
manufacturer  as  a  check  ])osition. 

Summary  of  Ford’s  Analysis  and 
Arguments 

Ford  .stated  its  l)i;lief  that  although  the 
affected  vehicles  do  not  illuminate  the 
jiarking  brake  telltale  lain])  when  the 
ignition  start  switch  is  in  the  “on"  or 
“start"  ])ositions  that  the  condition  is 
inconse(]uential  to  motor  vehicle  safety 
for  the  following  reasons; 

(1)  The  ])arking  brake  telltale  lain]) 
functions  as  intended.  Only  the  telltale 
hull)  check  at  start-ii])  is  not 
illnminated. 

(2)  Unlike  most  other  telltales,  the 
])ark  brake  telltale  will  simnltaneonslv 
illnminate  when  the  customer  a])])lie.s 
the  handbrake — essentially  fnnetioning 
as  a  hull)  check.  And,  if  the  laiii])  does 
not  illnminate  when  the  handbrake  is 
a])])lied.  the  customer  is  able  to  identify 
the  condition. 

(3)  If  customers  inadvertently  o])erate 
the  vehicle  with  the  ])arking  brake 
a])])lied,  the  .service  brakes  will  not  he 
affected  because  the  design  of  the 
subject  vehicles  utilizes  a  .se])arate, 
dedicated  ])arking  brake  mounted  on  the 
driveshaft.  Additionally,  inadvertent 
a])])lication  of  the  ])arking  brake  will 
result  in  ])oor  vehicle  acceleration  and 
“ilrag"  ])roviding  further  indications 
that  the  ])arking  brake  is  engaged. 

(4)  Instrument  ])anel  telltale  hnlhs  are 
highly  reliable.  Engineering  has 
re])orted  no  ])arking  telltale  hull) 
warranty  claims  for  the  subject  vehicles. 

(5)  The  ])hy.sical  ])osillon  of  the 
])arking  brake  handle  ])rovides  a  readily 
a])])arenl  indication  when  the  ])arking 
brake  is  a])])lied.  Partial  ])ark  brake 
a])])lications  are  not  a  concern  because 


inlurstali!  commum!  of  tlu;  nonoompliant  vohidus 
imdor  Ihoir  f:ontiol  aflur  Font  notifiuil  Ilium  that  thu 
sulijuul  noucompliancu  uxistud. 
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the  handle  mochanisni  utilizes  an  over- 
cam  locking  design,  which  assures  the 
parking  brake  is  either  fully  a])j)lied  or 
Inlly  released.  This  design  precludes  a 
parking  brake  from  being  partially 
aj)plied. 

(8)  'I’he  subject  vehicles  incorporate  a 
warning  chime  which  activates  (in 
addition  to  the  ])arking  brake  telltale] 
when  the  parking  brake  is  applied  and 
the  vehicle  is  driven  over  4  miles-per- 
honr. 

(7)  Ford  is  unaware  of  any  field  or 
owner  com])laints  or  injuries  regarding 
the  subject  noncomj)liance. 

In  summation.  Ford  believes  that  the 
descrilxHl  noncompliance  of  its  vehicles 
is  inconsecpiential  to  motor  vehicle 
.safety,  and  that  its  ])etition,  to  exemjjt 
it  from  jiroviding  recall  notification  of 
noncompliance  as  recpnred  by  49  U.S.Ck 
30118  and  remedying  the  recall 
noncompliance  as  required  by  49  IJ.S.C. 
30120  should  he  granted. 

(k)nniwnts:  Interested  persons  are 
invited  to  submit  written  data,  views, 
and  arguments  on  this  ])etition. 
(Comments  must  refer  to  the  docket  and 
notice  nnmher  cited  at  the  beginning  of 
this  notice  and  he  submitted  hv  anv  of 
the  following  methods: 

a.  Bv  nuiil  (iddrtissod  to:  li.S. 
Department  of  Tran.s])ortation,  Docket 
()])erations,  M-30.  West  Building 
(ironnd  Floor,  Room  \V12-140,  1200 
New  Jer.s(;y  Avenue  SE..  Washington, 

DC  20.590.' 

1).  By  hand  delivery  to  IJ.S. 

Dejuirtment  of 'rrans])ortation.  Docket 
Oljerations,  M-30,  West  Building 
Cronnd  Floor,  Room  W1 2-140.  1200 
New  jersey  Avenue  SE..  Washington, 

IX;  20.590.  The  Docket  Section  is  open 
on  weekdays  from  10  a.m.  to  5  p.m. 
except  Federal  Holidays. 

c.  Electronically:  By  logging  onto  the 
Federal  Docket  Management  Svstem 
(FDMS)  Web  site  at  http:// 

WWW. reyiiIntions.gov/.  Follow  the  online 
instructions  for  submitting  comments. 
Comments  mav  also  he  faxed  to  1-202- 
493-2251. 

Comments  must  he  written  in  the 
English  language,  and  he  lu)  greater  than 
15  ])ages  in  length,  although  there  is  no 
limit  to  the  length  of  necessary 
attachnnmts  to  the  comments.  If 
comments  are  submitted  in  hard  co])y 
form,  please  ensure  that  two  co])ie.s  are 
jnovided.  If  yon  wish  to  receive 
confirmation  that  your  comments  were 
received,  j^hiase  enclose  a  stamjjed,  self- 
addressed  ])ostcard  with  the  comments. 
Note  that  all  comments  rciceived  will  he 
posted  without  change  to  http:// 
www.regnIations.gov,  including  any 
pcir.sonal  information  provided. 

Documents  submitted  to  a  (hK:ket  may 
1)(;  viewed  hv  anyone  at  the  address  ancl 


times  given  above.  The  documents  may 
also  he  viewed  on  the  Internet  at 
http://www.regidntions.gov  hv  following 
the  online  instructions  for  acce.ssing  the 
doc;ket.s.  DOT’S  complete  Privacy  Act 
Statennmt  is  available  for  review  in  the 
Federal  Register  published  on  April  11, 
2()(){).  (8.5  FR  19477-78). 

The  petition,  sn])i)orting  materials, 
and  all  comnnmts  niceivcul  before  the 
close  of  business  on  the  closing  date 
indicated  htdow  will  he  filed  and  will  he 
considered.  All  comments  and 
sn])jK)rting  materials  received  after  the 
closing  date  will  also  be  filed  and  will 
he  considered  to  the  (ixtent  possible. 
When  the  j)etition  is  granted  or  denied, 
notice  of  the  decision  will  he  published 
in  the  Federal  Register  jinrsnant  to  the 
authority  indicated  below. 

DATES:  Comment  closing  date:  Fehrnarv 
25,2013. 

y\iitliorily:  49  II..S.C.  :t0118,  30120: 
tleliigatioiis  of  authority  at  Cl-K  1.9.5  and 
501.8. 

(daiule  11.  Harris, 

Director.  Office  of  Vehicle  Sofelv  Ooniplionce. 
If'K  Ooc.  2()i:i-()ir)7H  FiliMl  8:45  iiinl 

BILLING  CODE  4910-59-P 


DEPARTMENT  OF  THE  TREASURY 

Proposed  Collection;  Comment 
Request;  Office  of  the  Fiscal  Assistant 
Secretary 

agency:  Departmental  Offices. 
Dcipartment  of  Treasury. 

ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  The  Dejiartment  of  the 
Treasury,  as  part  of  its  continuing  effort 
to  reduce  jiaperwork  and  respondent 
burden,  invites  the  general  public  and 
other  Federal  agencies  to  take  this 
opportnnitv  to  comment  on  proposed 
and/or  continuing  information 
collections,  as  required  hv  the 
Paperwork  Reduction  Act  of  1995. 
Public  Law  104-13  (44  U.S.C. 
3.5()8(c)(2)(A)).  (hirrentlv,  the  Office  of 
the  Fi.scal  Assi.stant  .Secretary  (OFA.S), 
within  the  Department  of  the  Treasurv, 
is  soliciting  comments  concerning  the 
Annual  Performance  Report  and 
(Certification  for  .Section  1803. 

DATES:  Written  comments  must  he 
received  on  or  before  March  28,  2013  to 
he  a.ssnred  of  consideration. 

ADDRESSES:  Direct  all  writtcm  comments 
to  the  D(;partment  of  the  Treasurv, 
Departmental  Offices,  OFA.S,  ATTN: 
jean  Whaley,  1500  Pennsylvania 
Avenue  NW.,  Rm.  1050-.S,  Washington, 
DO  20220,  (202)  822-0837; 
ninv.  1  (i()3qnest  ions@trensnrv.gov. 


FOR  FURTHER  INFORMATION  CONTACT: 
Recjnests  for  additional  information  or 
copies  of  the  form(s)  and  instructions 
should  he  directed  to  the  D(!partment  of 
the  'rr(;a.snrv,  De|)artmental  Offices, 
OFA.S.  A'lTN:  jean  Whaley,  1500 
Pennsylvania  Avenue  NW.,  Rm.  10.50-.S, 
Washington.  DO  20220,  (202)  822-0837; 
nn'M’.  1  (i()H(]nestions@trensun'.gov. 
SUPPLEMENTARY  INFORMATION: 

Title:  Annual  Performance  Report  and 
Oertification  forSet:tion  1803:  Payments 
for  .Sj)(!cified  Renewable  Energy 
Property  in  Lien  of  Tax  (Credits. 

OMB' Nnmher:  1 505-0221 . 

Abstract:  Authorized  under  the 
American  Recovery  and  Reinvestment 
Act  (ARRA).  of  2009  (Pub.  L.  111-5),  the 
Dejiartment  of  the  Treasury  is 
implementing  several  ])rovisions  of  the 
Act,  more  s])ecifically  Division  B — Tax, 
Unemjjloyment,  Health,  .State  Fiscal 
Relief,  and  Other  Provisions.  Among 
these  components  is  a  program  which 
re(pnre.s  Treasury,  in  lieu  of  a  tax  credit, 
to  reimburse  persons  who  place  in 
stirvice  certain  specified  energy 
])ropertie.s.  The  collection  of 
information  is  necessary  to  pro])erly 
monitor  compliance  with  i)rogram 
recpnrements.  Applicants  for  .Section 
1()()3  ])ayments  commit  in  the  Terms 
and  (Conditions  that  are  part  of  the 
application  to  submitting  an  annual 
report  for  fi\’e  years  from  the  date;  the 
energy  property  is  ])laced  in  service. 

The  information  will  he  used  to  (1) 
determine  whether  payment  recij)ient.s 
remain  eligible,  (2)  determine  that  the 
amount  of  tin;  1803  payment  remains 
allowable  under  a})])licahle  laws,  (3) 
assess  compliant:e  with  a])])licahle  laws, 
and  (4)  report  on  the  effect ivene.ss  of  the 
program. 

Type  of  Beview:  Revision  of  a 
currently  ajjproved  collection. 

Affected  Public:  State,  Loc:al.  and 
Tribal  (Governments. 

Estimated  Number  of  Annual 
Bespondents:  1 5(),()()0. 

Estimated  Hours  per  Bes}}onse:  0.25. 

Estimated  Total  Annual  Burden 
Hours:  37,500. 

Bequest  for  (Comments:  (Gomments 
submitted  in  response  to  this  notice  will 
1)(;  snmmarized  and/or  included  in  the 
re(|nest  for  OMB  a])])roval.  All 
comments  will  become  a  matter  of 
l)nl)lic  record.  (Comments  are  invited  on: 
(a)  Whether  the  collection  of 
information  is  necessary  for  the  pro])er 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  shall  have  practical  utility: 
(h)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  collection  of 
information:  (c)  ways  to  enhance  the 
(piality,  utility,  and  clarity  of  the 
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information  to  be  collected:  (d)  way.s  to 
minimize  the  burden  of  the  collection  of 
information  on  resjmndents,  including 
through  the  use  of  automated  collection 
techni(ines  or  other  forms  of  information 
technology;  and  (e)  estimates  of  capital 
or  start-up  costs  and  co.sts  of  o])eration, 
maintenance,  and  purcha.se  of  servicijs 
to  provide  information. 

Dated:  lanuary  22.  201  :t. 

Dawn  I).  Wnltgang, 
rr(‘(isiiry  PliA  Clcdrancr  Ofiicar. 

|1K  Dec.  2(n;»-01.">()<l  Fil(!(l  l-24-i:i:  K:4r>  ami 
BILLING  CODE  4810-25-P 

DEPARTMENT  OF  THE  TREASURY 

Office  of  Foreign  Assets  Control 

Additional  Designations,  Foreign 
Narcotics  Kingpin  Designation  Act 

AGENCY:  Office  of  Foreign  Assets 
Oontrol,  Treasnrv. 
action:  Notice. 

SUMMARY:  The  l)..S.  Department  of  the 
Treasnrv 's  Office  of  Foreign  As.sets 
('.ontrol  (“OFAfT)  is  jnihlishing  the 
names  of  eight  individuals  and  four 
entities  who.se  propertv  and  interests  in 
jH'operty  have  been  blocked  pursuant  to 
the  Foreign  Narcotics  Kingjiin 
Designation  Act  (“Kingpin  Act”)  (21 
D.S.C.  ltK)l-1?)()8.  8  II.S.C.  11»2). 

DATES:  The  designation  by  the  Director 
of  OFA(i  of  the  eight  individuals  and 
four  entities  identified  in  this  notice 
pursuant  to  siiction  8{)5(h)  of  the 
Kingpin  Act  is  effective  on  )amiarv  17. 
2013. 

FOR  FURTHER  INFORMATION  CONTACT: 
Assistant  Director,  Sanctions 
{Compliance  K  Evaluation.  Office  of 
Fonngn  As.sets  (Control.  U..S.  Department 
of  the  Treasnrv,  Washington.  D(C  20220, 
Tel:  (202)  022-2490. 

SUPPLEMENTARY  INFORMATION; 

Electronic  and  Facsimile  Availability 
This  document  and  additional 
information  concerning  OFAO  are 
available  on  OFAO’s  Web  site  at  http:// 
www’.trcasiiiy.dov/nldc  or  via  facsimile 
through  a  24-hour  fax-on-demand 
service  at  (202)  022-0077. 

Hac:kground 

riie  Kingpin  Act  became  law  on 
December  3,  1999.  The  Kingpin  Act 
establishes  a  jirogram  targeting  the 
activities  of  significant  foreign  narcotics 
traffickers  and  their  organizations  on  a 
worldwide  basis.  It  jirovides  a  .statutory 
framework  for  the  imposition  of 
sanctions  against  significant  foreign 
narcotics  traffickers  and  their 
organizations  on  a  worldwide  basis. 


with  the  objective  of  denying  their 
businesses  and  agents  access  to  the  II..S. 
financial  system  and  the  benefits  of 
trade  and  transactions  involving  IJ..S. 
companies  and  individuals. 

The  King])in  Act  blocks  all  |)roperty 
and  interests  in  property,  subject  to  II..S. 
jurisdiction,  owned  or  controlled  hv 
significant  foreign  narcotics  traffickers 
as  identified  by  the  President.  In 
addition,  the  Secretary  of  the  Treasury, 
in  consultation  with  the  Attorney 
(ieneral,  the  Director  of  the  (Central 
Intelligence  Agency,  the  Director  of  the 
Federal  llurean  of  Investigation,  the 
Administrator  of  the  Drug  Enforcement 
Administration,  the  Secretary  of 
Defense,  the  .Secretarv  of  State,  and  the 
Secretary  of  Homeland  Secnritv  may 
designate  and  block  the  pro])erty  and 
interests  in  pro])erty,  subject  to  II.S. 
jurisdiction,  of  persons  who  are  found 
to  he:  (1)  Materially  assi.sting  in,  or 
providing  financial  or  technological 
su])i)ort  for  or  to,  or  providing  goods  or 
services  in  support  of,  the  international 
narcotics  trafficking  activities  of  a 
person  designated  pursuant  to  the 
Kingpin  Act;  (2)  owned,  controlled,  or 
directed  by.  or  acting  for  or  on  behalf  of, 
a  person  designated  pursuant  to  the 
Kingjiin  Act;  or  (3)  playing  a  significant 
role  in  international  narcotics 
trafficking. 

On  lanuarv  17.  2013,  the  Director  of 
OFAC;  designated  the  following  eight 
individuals  and  four  entities  whose 
])roperty  and  interests  in  jnoperty  are 
blocked  pursuant  to  .section  80.5(1))  of 
the  Kingpin  Act. 

Individuals 

1.  CHAN  INZUNA,  Araceli;  DOB  08  Feb 

1985;  POB  Mazatlan,  Sinaloa, 
Mexico;  nationalitv  Mexico; 
Pa.ss|)ort  03040074084  (Mexico) 
(individual)  jSDNTKj. 

2.  FLORES  APODACA,  Augustin  (a.k.a. 

"EL  BARBON”:  a.k.a.  “EL 
INtiENIERO";  a.k.a.  “EL  NINO"), 
(kille  Sierra  Madre  Occidental  No. 
1280,  (iolonia  (ianadas,  (iuliacan. 
Sinaloa  8000,  Mexico;  DOB  09  )un 
1904;  POB  .Sinaloa,  Mexico; 
Pa.ssi)ort  040070827  (Mexico) 
(individual)  I.SDNTK], 

3.  FLORES  APODACA,  Angelina:  DOB 

21  jul  1958;  POB  CJuasave,  .Sinaloa, 
Mexico;  Passport  040008785 
(Mexico)  (individual)  I.SDNTKj. 

4.  FLORES  APODACA,  Panlllo;  DOB  01 

Jim  1909;  POB  (lua.save,  .Sinaloa, 
Mexico:  Passport  (i00527901 
(Mexico)  (individual)  I.SDNTKj. 

5.  MEZA  FLORES,  Fausto  Isidro  (a.k.a. 

“ISIDRO,  Chapito”;  a.k.a.  “ISIDRO, 
Chapo”):  DOB  19  )un  1982;  POB 
Navojoa,  Sinaloa.  Mexico: 
nationality  Mexico:  Passport 


07040028724  (Mexico)  (individual) 
ISDNTKl  (Linked  To: 
AlITOTRANSPORTES 
Tl-RRESTRES  S.A.  DE  C.V.;  Linked 
To:  AUTO  SERVICIO  )ATZ1RY  S.A. 
DEC.V.;  Linked  To; 
CON.STRHCTORA  )ATZIRY  DE 
CIIA.SAVE  S.A.  DE  C.V.). 

(i.  MEZA  FLORES.  Salome  (a.k.a. 

“FINO”;  a.k.a.  “PELON”);  DOB  23 
Oct  19()2;  POB  (iuasave,  .Sinaloa, 
Mexico:  nationality  Mexico; 

Passport  07040059504  (Mexico) 
(individual)  I.SDNTKj. 

7.  MEZA  ANCTJLO,  Fau.sto  Isidro:  DOB 

19  )un  1982;  Passport  07040028724 
(individual)  |SDNTK|. 

8.  MEZA  FLORES.  Flor  Angely;  DOB  20 

Sep  1989:  POB  (juasave,  .Sinaloa, 
Mexico;  nationality  Mexico; 

Passport  040008790  (Mexico) 
(individual)  ISDNTK). 

Entitie.s 

1.  AUTO  SERVICIO  lATZlRY  S.A.  DE 

(TV.,  Callejon  Tercero  SN,  (iol. 
(kiutro.  Cuasave,  .Sinaloa,  Mexico; 
Regi.stration  ID  12577  (Mexico) 
ISDNTKl  (Linked  To:  MEZA 
l'’LORE.S,  Fausto  Isidro). 

2.  AlITOTRANSPORTES  TERRE.STRES 

S.A.  DE  C.V..  Callejon  Tercero  SN, 
Col.  Centro,  (iuasave,  .Sinaloa, 
Mexico  ISDNTKl  (Linked  To: 

MEZA  FLORES,  Fausto  Isidro). 

3.  CONSI'RIJCTORA  JATZIRY  DE 

CUASAVE  S.A.  DE  C.V..  Callejon 
Tercero  .SN,  Col.  (T)ntro,  ('lUa.save, 
.Sinaloa,  Mexico;  Registration  ID 
13554  ISDNTKl  (Linked  To:  MEZA 
FLORES,  Fausto  Isidro). 

4.  MEZA  FLORES  DRUC  TRAFFICKINC 

ORGANIZATION,  Mexico 
I.SDNTK  1. 

Dated:  )aniiary  17.  2013. 

Adam  ).  Szuliin, 

Diivclor.  Office  ofFoivii’n  Assets  Conlvol. 

|FR  Doc.  2in:i-(nr>,3«  MUkI  1-24-i:i:  «:4,'>  am) 
BILLING  CODE  4810-AL-P 


DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Service 

Proposed  Collection;  Comment 
Request  for  Form  8872 

AGENCY:  Internal  Revenue  Service  (IRS), 
Treasnrv. 

ACTION:  Notice  and  reipiest  for 
comments. 

SUMMARY:  The  Department  of  the 
'rreasury,  as  part  of  its  continuing  effort 
to  reduce  paperwork  and  respondent 
burden,  invites  the  general  ])uhlic  and 
other  Federal  agencies  to  take  this 
o])j)ort unity  to  comment  on  pro])osed 
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and/or  continuing  information 
c:oll(;ctions,  as  required  by  the 
Paperwork  Reduction  Act  of  lOttf), 

Rnblic  Law  104-13  (44  U.S.Ci. 
3.'i()0(c)(2)(A)).  Currently,  the  IRS  is 
soliciting  comments  c:oncerning  Form 
8872,  Political  Organization  Report  of 
Contrihntions  and  I'ixjjenditures. 

DATES;  Written  comments  should  he 
received  on  or  before  March  20,  2013  to 
he;  assured  of  consideration. 

ADDRESSES:  Direct  all  written  comments 
to  Yvett(;  Lawrence.  Internal  Revenue 
Service,  Room  0120,  1111  ('.onstitution 
Avenue  NW.,  Washington,  DC  20224. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  the  form  and  instructions 
should  he  directed  to  Martha  R.  Brinson 
at  Internal  Revenue  Service.  Room  0120, 
1111  Constitution  Avenue  NW., 
Washington,  DC  20224,  (202)-022-3800, 
or  through  the  Internet  at 
Mart  h(i. Ii.Brinson@irs.gov. 

SUPPLEMENTARY  INFORMATION: 

'I'Hle:  Political  Organization  Re])ort  of 
Contrihntions  and  Expenditures. 

OMB  Nnm/wr;  154.5-1000. 

Bonn  Ninnbor:  8872. 

Abstract:  Internal  Revenue  Code 
section  527(j)  nuinires  certain  political 
organizations  to  report  c:ontrihutions 
received  and  exijenditures  made  after 
July  1, 2000.  Everv  section  527  political 
organization  that  acce])ts  a  contribution 
or  makes  an  ex])enditnre  for  an  exempt 
function  during  the  calendar  year  must 
file  Form  8872  excejit  for:  A  political 
organization  that  is  not  recpiired  to  file 
Form  8871,  or  a  state  or  lot:al  committee 
of  a  j)olitical  ])artv  or  j)olitic:al 
committee  of  a  state  or  local  candidate. 

(hirrcnt  Actions:  There  are  no  changes 
h(!ing  made  to  the  form  at  this  time. 

Type  of  Beview:  Extension  of  a 
currently  approved  collection. 

Affected  Public:  Not-for-profit 
institutions. 

Estimated  Number  of  Bespondents: 
4(),()()(). 

Estimated  Time  per  Besponse:  10 
hours,  47  minutes. 

Estimated  Total  Anmnd  Barden 
//otms;431.200. 

The  following  jjaragrajjh  ap})lies  to  all 
of  the  collections  of  information  covered 
by  this  notice: 

An  agency  may  not  conduct  or 
spon.sor,  and  a  per.son  is  not  reejuinid  to 
respond  to,  a  collection  of  information 
nnle.ss  the  collection  of  information 
display.s  a  valid  (DMB  control  nnmher. 
Books  or  records  relating  to  a  collection 
of  information  mn.st  he  retained  as  long 
as  their  contents  may  become  material 
in  the  administration  of  any  internal 
revenue  law.  Generally,  tax  returns  and 
tax  return  information  are  confidential, 
as  recjuired  by  26  U.S.C.  6103. 


Bequest  for  Comments:  C.oimmmXs 
submitted  in  response  to  this  notice  will 
h(!  summarized  and/or  included  in  the 
retpiest  for  OMB  approval.  All 
comments  will  become  a  matter  of 
])uhlic  record.  Gomments  are  invited  on: 
(a)  Whether  the  c:ollection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agenev.  including  whether  the 
information  shall  have  practical  utility: 
(h)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  collection  of 
information;  (c)  ways  to  enhance  the 
tpiality,  utility,  and  clarity  of  the 
information  to  he  collected;  (d)  ways  to 
minimize  the  burden  of  the  collection  of 
information  on  respondents,  including 
through  the  use  of  automated  collection 
techniciues  or  other  forms  of  information 
technology;  and  (e)  estimates  of  caj)ital 
or  start-np  costs  and  costs  of  operation, 
maintenance,  and  purchase  of  services 
to  jirovide  information. 

Approvcid:  )aiuiary  17,  2013. 

Yvotto  Lawnaic:!!, 

IBS  Be}x>i  ls  Clearance  Officer. 

IF'R  Doc.  20i:M)l.'j24  Fihrd  l-24-i:<;  K:4.'i  am] 
BILLING  CODE  4830-01-P 


DEPARTMENT  OF  VETERANS 
AFFAIRS 

Privacy  Act  of  1974;  Report  of 
Matching  Program 

AGENCY:  Department  of  Veterans  Affairs. 
ACTION:  Notice. 

SUMMARY:  The  Department  of  Veterans 
Affairs  (VA)  jjrovides  notice  that  it 
intends  to  conduct  a  recurring 
computer-matching  ])rogram  matching 
Social  Security  Administration  (SSA) 
income  data  from  the  Earnings 
Recording  and  Self-Em|)loyment  Income 
System  (also  referred  to  as  the  Master 
Earnings  File  (MEF)]  with  VA  pension, 
compensation,  and  parents’  dependency 
and  indemnity  compen.sation  records. 
The  ]nirpose  of  this  match  is  to  identify 
ap])licants  and  beneficiaries  who  have 
a])])lie(l  for  or  who  are  receiving  VA 
benefits  and  received  earned  income, 
and  to  adjust  or  terminate  VA  benefits, 
if  a|)propriate. 

DATES:  The  match  will  .start  no  sooner 
than  30  days  after  publication  of  this 
notice  in  the  Federal  Register  or  40  days 
after  coj)ie.s  of  this  notice  and  the 
agreement  of  the  parties  are  submitted 
to  Gongress  and  the  Office  of 
Management  and  Budget,  whichever  is 
later,  and  end  not  more  than  18  months 
after  the  agreement  is  pro])erly 
implemented  by  the  i)artie.s.  The 
involved  agencies’  Data  Integrity  Boards 


(DIB)  may  extend  this  match  for  12 
months  provided  the  agencies  certifv  to 
their  DlBs,  within  3  months  of  the 
ending  date  of  the  original  match,  that 
the  matching  j)rogram  will  he  conducted 
without  change  and  that  the  matching 
program  has  been  conducted  in 
compliance  with  the  original  matching 
program. 

ADDRESSES;  Written  comments  may  he 
submitted  through 

\v\v\v.BegnIations.gov;hv  mail  or  hand- 
delivery  to  the  Director.  Regulations 
Management  (()2REG).  Department  of 
Veterans  Affairs,  810  Vermont  Ave. 

NW..  Room  1068,  Washington,  DC, 

20420;  or  by  fax  to  (202)  273-9026. 
Gopies  of  comments  received  will  he 
available  for  public  inspection  in  the 
Office  of  Regulation  Bolicy  and 
Management,  Room  1063B.  between  the 
hours  of  8:00  a.m.  and  4:30  p.m., 

Monday  through  P’riday  (except 
holidays).  Please  call  (202)  461-4902  for 
an  appointment.  In  addition,  during  the 
comment  jjeriod,  comments  may  he 
viewed  online  through  the  Federal 
Docket  Management  .Svstem  (FDM.S)  at 
WWW. Begidations.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
.Sharon  Nicelv,  Pension  Analyst. 

Pension  and  Fiduciary  Service  (21 PF). 
Dei)artment  of  Veterans  Affairs.  810 
Vermont  Ave.  NW.,  Washington,  DG 
20420.  (202)  632-8863. 

SUPPLEMENTARY  INFORMATION;  VA  plans 
to  match  records  of  aj)plicant.s  and 
beneficiaries,  including  veterans  and 
survivors,  and  their  eligible 
de])endent(s).  who  have  aj)])lied  for  or 
who  are  receiving  needs-ha.sed  VA 
benefits,  with  earned  income 
information  maintained  by  S.SA.  VA 
will  al.so  match  records  of  veterans,  who 
have  applied  for  or  who  are  receiving 
disability  compen.sation  at  the  100 
]4ercent  rate  based  on  unemployability, 
with  .S.SA  earned  income  information. 
VA  will  use  this  information  to  verifv 
income  information  submitted  by 
beneficiaries  and  adjust  VA  benefit 
jjayments  as  jirescrihed  by  law.  ’I’he 
proj)osed  matching  program  will  enable 
VA  to  ensure  accurate  reporting  of 
income  and  emijloyment  .status. 

The  legal  authority  to  conduct  this 
match  is  38  IJ..S.G.  5106,  which  reepures 
any  Federal  department  or  agency  to 
IM’ovide  VA  such  informatitin  as  VA 
requests  for  the  purposes  of  determiidng 
eligibility  for  benefits  or  verifying  other 
information  concerning  the  payment  of 
benefits.  In  addition,  26  II..S.G. 

6103(1)(7)  authorizes  the  di.sclosure  of 
tax  return  information  to  VA. 

VA  records  involved  in  the  match  are 
in  “(k)mj)ensation.  Pension,  Eilucation. 
and  Vocational  Rehabilitation  and 
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Kniploynuait  Records — VA  (.'>8VA21 /22/ 
28),”  a  sy.stoiii  of  records  which  was  first 
])uhlished  at  41  FR  !)2h4  (Marcli  3. 

1?)7(i).  amended  and  re])nl)lished  in  its 
entirety  at  77  FR  42593  ()nly  1‘).  2012). 
Tlie  S.SA  records  are  from  tlu;  sy.stem  of 
records  identified  as  tlie  Farnings 
Recording  and  Self-Fhnployment  Income 


System  (MEF’),  00-0059,  |)nl)lislied  at  71 
FR  1819  Oannary  11, 2000). 

In  accordance  with  the  Frivacy  Act,  5 
l).S.(^  552a(o){2)  and  (r),  copies  of  tlie 
agreement  are  liiiing  scmt  to  both  Hon.ses 
of  Congress  and  to  (1MB.  This  notice  is 
provided  in  accordance  with  provisions 


of  tlie  Privacy  Act  of  1974  as  amended 
hy  Pnhlic  Law  100-503. 

Aiiproviid;  lanuary  8.  2013. 

)(ihn  K.  (iingrii:h, 

(^hiclOfStdlf.  Daixirtmant  of  \  'vionins  Affairs. 
IKK  lldc.  2()i:i-ni."):i1  Filful  l-24-i:i:  »;4r)  ami 
BILLING  CODE  8320-01 -P 
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FEDERAL  REGISTER 
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Part  II 

Department  of  Health  and  Human  Services 

Office  of  the  Secretary 
45  CFR  Parts  160  and  164 

Modifications  to  the  HIPAA  Privacy,  Security,  Enforcement,  and  Breach 
Notification  Rules  Under  the  Health  Information  Technology  for  Economic 
and  Clinical  Health  Act  and  the  Genetic  Information  Nondiscrimination  Act; 
Other  Modifications  to  the  HIPAA  Rules;  Final  Rule 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Office  of  the  Secretary 

45CFR  Parts  160  and  164 

RIN  0945-AA03 

Modifications  to  the  HIPAA  Privacy, 
Security,  Enforcement,  and  Breach 
Notification  Rules  Under  the  Health 
Information  Technology  for  Economic 
and  Clinical  Health  Act  and  the  Genetic 
Information  Nondiscrimination  Act; 
Other  Modifications  to  the  HIPAA 
Rules 

AGENCY:  Office  for  Civil  Rights, 
Department  of  Health  and  Human 
Services. 

action:  Final  rule. 

SUMMARY:  The  Department  of  Health  and 
Human  Services  (HHS  or  “the 
D(!|)artment”)  is  issuing  this  final  rule 
to:  Modify  the  Health  Insurance 
Portability  and  Accountahility  Act 
(HIPAA)  i’rivacy.  Security,  and 
ludorcement  Rules  to  im])lement 
statutory  amendments  under  the  Health 
Information  Technology  for  Fconomic 
and  (ilinical  Health  Act  (“the  HITFfiH 
Act”  or  “the  Act”)  to  .strengthen  the 
j)rivacy  and  .securitv  protection  for 
individuals’  health  information:  modifv 
tin;  rule  for  Breach  Notification  for 
Unsecured  Protected  Health  Information 
(Breach  Notification  Rule)  under  the 
HITICCH  Act  to  addre.ss  public  comment 
received  on  the  interim  final  rule: 
modify  the  HIPAA  Privacy  Rule  to 
.strengthen  the  privacy  protections  for 
gcmetic  information  by  implementing 
.section  10.5  of  Title  1  of  the  Ccmetic 
Information  Nondiscrimination  Act  of 
2008  (GINA);  and  make  certain  other 
modifications  to  the  HIPAA  Privaev, 
Sei;urity.  Breach  Notification,  and 
Fnforcement  Rules  (the  HIPAA  Rules)  to 
imj)rove  their  workability  and 
effectiveness  and  to  increa.se  llexibility 
for  and  deenjase  hurchm  on  the 
regulated  entities. 

DATES:  Hffhctivf;  du/e;  This  final  rule  is 
efhictive  on  March  20,  2013. 

Clompliance  cicitn:  Ciov(;red  entities 
and  business  associates  mu.st  complv 
with  the  ap])licahle  re()uin;ment.s  of  this 
final  rule  by  Sej)teml)er  23,  2013. 

FOR  FURTHER  INFORMATION  CONTACT: 

Andra  Wicks  202-205-2202. 

SUPPLEMENTARY  INFORMATION: 


I.  Elxecutive  Summary  and  Background 

A.  F.vecu/yi'e  Siminuirv 
i.  Pur])ose  of  the  Regulatory  Action 
Need  for  the  Regulatory  Action 

This  final  rule  is  needed  to  strengthen 
the  privacy  and  .security  ])rotections 
established  under  tin;  Health  Insurance 
I’ortahility  and  Accountahility  of  105)0 
Act  (HIPAa)  for  individual’s  health 
information  maintained  in  electronic 
health  records  and  other  formats.  This 
final  rule  also  makes  changes  to  the 
HIPAA  rules  that  are  designed  to 
increase  llexibility  for  and  decnxi.se 
burden  on  the  regulated  entities,  as  well 
as  to  harmonize  c(;rtain  reejuirements 
with  tho.se  under  the  Dej)artment’.s 
Human  Subjects  Protections  regulations. 
The.se  changes  are  consistent  with,  and 
ari.se  in  ])art  from,  the  Dejnutment’.s 
obligations  under  Executive  Order 
13503  to  conduct  a  retrosjjective  review 
of  our  existing  n;gulations  for  the 
])ur])ose  of  identifying  ways  to  reduce 
co.sts  and  increase  flexibilities  under  the 
HIPAA  Rules.  We  discuss  our  specific 
burden  reduction  efforts  more  fully  in 
the  Regulatorv  Impact  Analy-sis. 

This  final  rule  is  com])ri.sed  of  four 
final  rules,  which  have  been  combined 
to  r(!duce  the  im])act  and  numl)(!r  of 
times  certain  compliance  activities  need 
to  1)(!  undertaken  by  the  regulatcul 
entities. 

E(!gal  Authority  for  tin;  Regulatorv 
Action 

The  final  rule  implements  changes  to 
the  HIPAA  Rules  under  a  number  of 
authorities.  First,  the  final  rule  niodifi(!.s 
the  Privacy,  Security,  and  Enforcement 
Rules  to  .strengthen  privacy  and  .security 
j)rotection.s  for  health  information  and 
to  im])rove  enforcement  as  provid(;d  for 
by  the  Health  Information  Technology 
for  Economic  and  Clinical  Health 
(HITECH)  Act,  enacted  as  jjart  of  the 
American  Recovery  and  Reinvestment 
Act  of  2005)  (ARRA).  Tin;  rule  also 
includes  final  modifications  to  the 
Breach  Notification  Rule,  which  will 
re])lace  an  interim  final  rule  originally 
])ubli.shed  in  2005)  as  recpiired  bv  the 
HITECH  Act.  Second,  the  final  rule 
revi.ses  the  HIPAA  Privacy  Rule  to 
increase  privac:y  ])rotection.s  for  genetic 
information  as  re(]uired  hv  the  CJenetic 
Information  Nondiscrimination  Act  of 
2008  (CINA).  Finally,  the  Dejjartment 
uses  its  general  authoritv  under  HIPAA 
to  make  a  numb(!r  of  changes  to  the 
Rules  that  are  intended  to  increase 
workability  and  flexibility,  decrea.se 
burden,  and  better  harmonize  the 
riujuirements  with  those  under  other 
D(!part mental  regulations. 


ii.  Summary  of  Major  Provisions 

This  omnibus  final  rule  is  comjjrised 
of  the  following  four  final  rules: 

1.  f’inal  modifications  to  the  HIPAA 
Privacy,  Security,  and  Enforcement 
Rules  mandated  by  the  Health 
Information  Technology  for  Economic 
and  Clinical  Health  (HITECH)  Act,  and 
certain  other  modifications  to  improve 
the  Rules,  which  were  issued  as  a 
])ropo.sed  rule  on  july  14,  2010.  These 
modifications: 

•  Make  l)u.sine.s,s  as.sociates  of  covered 
entities  directly  liable  for  com])liance 
with  certain  of  the  HIPAA  Privacy  and 
Security  Rules’  reciuirements. 

•  Stnmgthen  the  limitations  on  the 
use  and  disclosure  of  jjrotected  health 
information  for  marketing  and 
fundraising  ))urposes,  and  prohibit  the 
.sale  of  protected  health  information 
without  individual  authorization. 

•  Exi)and  individuals’  rights  to 
receive  electronic  co])ie.s  of  their  health 
information  and  to  restrict  di.sc:lo.sures 
to  a  health  i)lan  concerning  treatment 
for  which  the  individual  has  paid  out  of 
pocket  in  full. 

•  Retjuire  modifications  to,  and 
redistribution  of,  a  covered  entity’s 
notice  of  privacy  j)ractices. 

•  Modify  tlu!  individual  authorization 
and  other  reciuirements  to  facilitate 
re.search  and  di.sclosure  of  child 
immunization  jjroof  to  schools,  and  to 
(Miahle  access  to  decedent  information 
by  family  members  or  others. 

•  Ado])t  the  additional  HITECH  Act 
enhancements  to  the  Enforcement  Rule 
not  previously  ado])led  in  the  October 
30  ,  2005),  interim  final  rule  (referenced 
imnuidiately  below),  .suc:h  as  the 
j)rovision.s  addres.sing  enforcement  of 
noncompliance  with  the  HIPAA  Rules 
due  to  willful  neglect. 

2.  Final  rule  adopting  changes  to  the 
HIPAA  Enforcement  Rule  to  incorporate 
the  increased  and  tiered  civil  money 
])(!nalty  structure  provided  by  the 
HITECH  Act,  originally  published  as  an 
interim  final  rule  on  October  30,  2005). 

3.  Final  rule  on  Breach  Notification 
for  lln.secured  Protected  Health 
Information  under  the  HITECH  Act, 
which  re])lace.s  the  breach  notification 
rule’s  “harm”  threshold  with  a  more 
objective  standard  and  .sui)plants  an 
interim  final  rule  ])uhli.shed  on  August 
24,  2005). 

4.  Final  rule  modifying  the  HIPAA 
Privacy  Rule  as  reejuired  by  the  Genetic 
Information  Nondiscrimination  Act 
(CINA)  to  prohibit  most  health  plans 
from  using  or  disclosing  genetic 
information  for  underwriting  purj)o.ses, 
which  was  published  as  a  proj)osed  rule 
on  October  7,  2005). 
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iii.  Costs  and  Benefits 

This  final  rule  is  anti(;i|)ated  to  have 
an  annual  effect  on  the  economy  of . $100 
million  or  more,  making  it  an 
economically  significant  rule  under 
I'Necutive  Order  12800.  Accordingly,  we 
have  pnipared  a  Regulatory  Impact 
Analysis  that  ])re.sents  the  estimated 
costs  and  henefits  of  the  ])roposed  rule. 
'I’he  total  cost  of  com])liance  with  the 
rule’s  ])rovisions  is  (!stimated  to  he 
l)etween  $114  million  and  $22,5.4 
million  in  the  first  year  of 
implementation  and  aj)))roximately 
$14.5  million  annually  thenxd'ter.  Costs 
associated  with  the  rule  include:  (i) 
Costs  to  HIBAA  covered  entities  of 


revising  and  distrihnting  new  notices  of 
privacy  practices  to  inform  individuals 
of  their  rights  and  how  their  information 
is  j)rotected;  (ii)  costs  to  covenul  entities 
riilated  to  com])liance  with  breach 
notification  requirements;  (iii)  costs  to  a 
jjortion  of  business  a.ssociates  to  bring 
their  subcontracts  into  comj)liance  with 
husine.ss  associate  agreement 
requirements;  and  (iv)  co.sts  to  a  portion 
of  Inisiness  associates  to  achieve  full 
com))liance  with  the  ,Security  Rule.  VVe 
summarize  these  costs  in  Table  1  below 
and  explain  the  comjK)nents  and 
(listrihution  of  co.sts  in  detail  in  the 
Regulatory  Impact  Analysis. 

VVe  are  not  able  to  quantify  the 
henefits  of  the  rule  due  to  lack  of  data 


and  the  impo.ssihility  of  monetizing  the 
value  of  individuals’  privacy  and 
dignity,  which  we  believe  will  he 
enhanced  by  the  .strengthened  privacv 
and  security  protections,  expanded 
individual  rights,  and  improved 
enforcement  enabled  by  the  rule.  We 
akso  believe  that  .some  entities  affected 
by  the  rule  will  realize  c:ost  savings  as 
a  result  of  ])rovisions  that  sinq)lify  and 
streamline  certain  rerpiirements,  and 
increa.se  flexibility,  under  the  HIRAA 
Rules.  However,  we  are  unable  to 
(inantify  such  co.st  savings  due  to  a  lack 
of  data.  We  describe  such  benefits  in  the 
Regulatory  Impact  Analysis. 


Table  1— Estimated  Costs  of  the  Final  Rule 


Cost  element 

Approximate  number  of  affected  entities 

Total  cost 

Notices  of  Privacy  Practices  . 

Breach  Notification  Requirements  .. 
Business  Associate  Agreements  .... 
Security  Rule  Compliance  by  Busi¬ 
ness  Associates. 

700,000  covered  entities  . 

19,000  covered  entities  . 

250,000-500,000  business  associates  of  covered  entities . 

200,000^00,000  business  associates  of  covered  entities . 

$55.9  million. 

14.5  million.’ 

21  million-42  million. 

22.6  million-113  million. 

Total  . 

114  million-225.4  million. 

B.  Stdtiiiorv  and  Rd^idaiorv  Bdckgroiind 

i.  HIBAA  and  the  Privacy,  .Security,  and 
Fnforcement  Rules 

'i’he  HIBAA  Privacy,  .Security,  and 
Rnforcement  Rides  implement  certain  of 
the  Administrative  .Simjilification 
jH’ovisions  of  title  II,  subtitle  F,  of  the 
Ilealth  Insurance  Portability  and 
Accountability  Act  of  1998  (HIPAA) 
(Pul).  L.  104-191),  which  added  a  new 
part  C  to  title  XI  of  the  .Social  .Secnritv 
Act  (sections  1171-1179  of  the  Social 
.Security  Act,  42  II.S.C.  i:i2()d-1320d- 
8).  The  HIPAA  Administrative 
iSim])lification  provisions  j)rovided  for 
the  e.stahlishment  of  national  standards 
for  the  electronic  transmission  of  certain 
health  information,  such  as  standards 
for  certain  health  care  transactions 
conducted  electronicallv  and  code  sets 
and  unique  identifiers  for  health  care 
])roviders  and  emjjloyers.  The  HIPAA 
Administrative  .Simplification 
])rovisions  also  required  the 
establishment  of  national  .standards  to 
protei:t  the  privacy  and  security  of 
personal  health  information  and 
established  civil  money  i)enalties  for 
violations  of  the  Admini.strative 
.Simj)lification  ])rovi.sion.s.  'Fhe 
Admini.strative  Sim])lification 
provisions  of  HIPAA  apj)ly  to  three 
types  of  entities,  which  are  known  as 


'lilt!  costs  associiltwl  willi  lint.icli  iiotit'icalion 
will  l)(i  iiuairrod  on  an  annual  liasis.  All  ollior  costs 
ai(!  oxpoctcfl  in  tho  first  year  of  iinploinontation. 


"covered  entities”:  health  care  providers 
who  comlnct  covered  health  care 
transactions  elei:tronically,  health  plans, 
and  health  care  clearinghou.ses. 

rhe  HIPAA  Privacy  Rule.  45  CFR  Part 
180  and  .Snhparts  A  and  E  of  Part  184, 
retjuires  covered  entities  to  htive 
safegUcirds  in  place  to  ensure  the 
privacy  of  protected  health  information, 
sets  forth  the  circumstances  under 
which  covered  entities  may  n.se  or 
disclose  an  individual’s  protected 
health  information,  and  gives 
individuals  rights  with  respect  to  their 
protected  health  information,  including 
rights  to  examine  and  obtain  a  copy  of 
their  health  records  and  to  re(|ne.st 
corrections.  Covered  entities  that  engage 
business  as.sociates  to  work  on  their 
behalf  must  have  contracts  or  other 
arrangements  in  place  with  their 
business  associates  to  ensure  that  the 
business  as.sociates  safeguard  j)rotected 
health  information,  and  use  and 
disclose  the  information  only  as 
])ermitted  or  reijuired  hv  the  Privacv 
Rule. 

The  HIPAA  .Security  Rule.  45  CFR 
Part  180  and  .Sul)])art.s  A  and  C  of  Part 
184.  aj)])lies  only  to  protected  health 
information  in  electronic  form  and 
requires  covered  entities  to  im])lement 
certain  administrative.  j)hy.sical,  and 
technical  .safeguards  to  protect  this 
electronic  information.  Like  the  Privacy 
Rule,  covered  entities  must  have 
contracts  or  other  arrangements  in  place 


with  their  business  associates  that 
provide  satisfactory  assurances  that  the 
linsiness  a.ssociates  will  appropriately 
.safeguard  the  electronic  protected 
health  information  they  create,  receive, 
maintain,  or  tran.smit  on  behalf  of  the 
covered  entities. 

The  HIPAA  Enforcement  Rule,  45 
(d'’R  Part  180,  .Suhparts  H-E,  establishes 
rules  governing  the  compliance 
responsibilities  of  covered  entities  with 
res|)ect  to  the  enforcement  process, 
including  the  rules  governing 
inve.stigations  by  the  Department,  rules 
governing  the  ])roces.s  and  grounds  for 
establishing  the  amount  of  a  civil  money 
])enalty  where  a  violation  of  a  HIPAA 
Rule  has  been  found,  and  rules 
governing  the  procedures  for  hearings 
and  a])j)eals  where  the  covered  entity 
challenges  a  violation  determination. 

.Since  the  promulgation  of  the  HIPAA 
Rules,  legislation  has  been  enacted 
requiring  modifications  to  the  Rides.  In 
particular,  the  Health  Information 
'rechnologv  for  Economic  and  Clinical 
Health  (HI'PECH)  Act,  which  was 
enacted  on  Fehrnarv  17,  2809.  as  title 
XIII  of  division  A  and  title  IV  of  division 
B  of  the  American  Recovery  and 
Reinvestment  Act  of  2009  (ARRA), 
Pnhlic  Law  lTl-5,  modifies  certain 
provisions  of  the  .Social  .Security  Act 
pertaining  to  the  HIPAA  Rules,  as  well 
as  requires  certain  modifications  to  the 
Rides  themselves,  to  strengthen  HIPAA 
privacy,  security,  and  enforcement.  The 
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Act  also  pnn'ides  new  nujuinnnents  for 
notification  of  hreaclies  of  unsecured 
protected  health  inforinalion  hv  covered 
entities  and  husiness  associates.  In 
addition,  the  (ienelic  Information 
Nondi.scriinination  Act  of  2008  (filNA) 
calls  for  changes  to  the  HIPAA  l^rivai:y 
Rule  to  .strengthen  j)rivacy  ])rotections 
for  genetic  information.  This  final  rule 
implements  the  modifications  required 
by  (IINA.  as  wtdl  as  mo.st  of  the  ])rivacy. 
security,  and  enforcement  provisions  of 
the  mTI'Xlli  Act.  This  final  rule  also 
includes  certain  other  modifications  to 
the  HIPAA  Rules  to  improve  their 
workability  and  effectiveness. 

ii.  The  Health  Information  Technology 
for  Kconomic  and  (llinical  Health  Act 

The  HITECdl  Act  is  designed  to 
promote  the  widesj)read  ado])tion  and 
interoperability  of  health  information 
technology.  Subtitle  D  of  title  Xlll, 
entitled  "Privacy.”  suj)j)orts  this  goal  by 
adoj)ting  amendments  designed  to 
strengthen  the  privacy  and  security 
jH'otections  for  health  information 
established  by  HIPAA.  These  provisions 
include  extending  the  apjilicahility  of 
certain  of  the  Privacv  and  Security 
Rules'  r(!(pnrements  to  the  husiness 
associates  of  covered  entities:  recpuring 
that  Health  Information  Exchange 
Organizations  and  similar  organizations, 
as  well  as  |)ersonal  health  record 
vendors  that  jirovide  services  to  covered 
entities,  shall  lx;  treat(;d  as  husine.ss 
associates;  nHiuiring  HIPAA  covenul 
entities  and  husiness  associates  to 
j)rovide  for  notification  of  hnniches  of 
“unsecured  prot(x:t(!d  health 
information":  (istahlishing  new 
limitations  on  the  use  and  disclosure  of 
protected  health  information  for 
marketing  and  fundraising  j)ur])oses; 
prohibiting  the  sale  of  ])rotected  health 
information;  and  e.xj)anding  individuals’ 
rights  to  access  their  j)rotected  health 
information,  and  to  obtain  re.strictions 
on  certain  di.sclosures  of  protected 
health  information  to  health  ])lans.  In 
addition,  subtitle  D  adoj)ts  provisions 
designed  to  strengthen  and  exjjand 
HlPAA’s  enforcement  provisions. 

We  discuss  these  statutory  ])rovisions 
in  more  detail  below  where  we  describe 
.section-hy-section  how  this  final  rule 
implements  the  provisions.  We  do  not 
addriiss  in  this  rulemaking  the 
accounting  for  disclosures  recjuirement 
in  .section  1340.')  of  the  Act.  which  is  the 
subject  of  a  separate  jnoposed  rule 
|)ul)lished  on  May  31. 201 1.  at  70  FR 
31420.  or  the  penaltv  distrihution 
methodology  recpurement  in  section 
13410(c)  of  the  Act.  which  will  he  the 
subject  of  a  future  rulemaking. 

Since  enactment  of  the  HITEfdl  Act  a 
munher  of  .steps  have  been  taken  to 


im])lem(!nt  the  strengthened  privacy, 
security,  and  enforcement  ])rovisions 
through  rulemakings  and  relat(id 
actions.  On  Augu.st  24.  2000.  the 
Department  pul)li.shed  interim  final 
regulations  to  implement  the  hnxich 
notification  ])rovisions  at  section  13402 
of  the  HITEOH  Act  (74  FR  42740). 
which  were  effective  September  23. 

2000.  Similarly,  the  Federal  Trade 
(Commission  (FT(C)  published  final 
regulations  im])lementing  the  breach 
notification  provisions  at  section  13407 
for  j)ersonal  health  record  vendors  and 
their  third  j)arty  service  j)rovider.s  on 
August  25,  2000  (74  FR  42002).  effective 
September  24.  2000.  For  purpo.ses  of 
determining  to  what  iidbrmation  the 
HHS  and  FTCC  breach  notification 
regulations  apjily.  the  Department  also 
issued,  first  on  .April  17,  2000 
(published  on  April  27.  200‘),  74  FR 
lOOOti),  and  then  later  with  its  interim 
final  rule,  the  guidance  re(|uir(!d  hv  the 
HITECH  Act  under  1.3402(h)  specifying 
the  t(!chnologies  and  methodologies  that 
render  j)rotected  health  information 
unusahle,  unreadable,  or  indeci])herahle 
to  unauthorized  individuals. 
Additionally,  to  coiddrm  the  provisions 
of  th(!  I'Cnforcement  Rule  to  the  HrrE("H 
Act’s  tienui  and  increased  civil  money 
])enalty  structure,  which  became 
effective  on  Fehruary  18,  2000,  the 
IFipartimmt  ])iil)lished  an  interim  final 
rule  on  October  30,  2000  (74  FR  .')()123). 
effective  Novtmiher  30,  2000. 

The  Department  published  a  notice  of 
pro])o.sed  rulemaking  (NPRM)  on  )ulv 
14.  2010,  (7.')  FR  40808)  to  implement 
many  of  the  remaining  jjrivacy,  security, 
and  enforcement  j)rovisions  of  the 
HITECCH  Act.  The  jjuhlic  was  invited  to 
c:omment  on  the  proposed  rule  for  00 
days  following  publication.  The 
comment  ])eriod  clo.sed  on  September 
13.  2010.  The  Dcipartment  received 
about  300  comments  on  the  NPRM. 

The  NPRM  pro])osed  to  extend  the 
apjjlicahility  of  certain  of  the  Privacy 
and  Security  Rules’  nujuirements  to  the 
husine.ss  associates  of  covered  entiti(!.s, 
making  husiness  associates  directlv 
liable  for  violations  of  these; 
reejuirements.  Additionally,  the  NPRM 
proposed  to  define  a  .subcontractor  as  a 
husine.ss  as.sociate  to  ensure  anv 
])rotected  health  information  tin; 
subcontractor  creates  or  receives  on 
behalf  of  the  husine.ss  as.sociate  is 
a])j)ro])riately  .safeguarded.  The  NPRM 
pre)|)osed  to  establish  new  limitations 
on  the  use  and  disclosure  of  protected 
h(;alth  information  for  marketing  and 
fundraising  j)nrpos(;s  and  to  ])rohihit  the 
sale  of  protected  h(;alth  information 
without  an  authorization.  The  NPRM 
also  proposed  to  exj)and  an  individual’s 
right  to  obtain  an  electronic  copy  of  an 


individual’s  j)rotected  health 
information,  and  tin;  right  to  restrict 
certain  disclosures  of  ])rotec;t(;d  health 
information  to  a  h(;alth  plan  for 
])aym(;nt  or  health  can;  operations 
])urpo.ses.  In  addition,  the  NPRM 
pro])osed  to  further  modify  the 
luddreement  Rule  to  imi)lement  more  of 
the  HITECH  Act’s  changes  to  HIPAA 
enforcement. 

In  addition  to  the  ])ro|)osed 
modifications  to  impl(;ment  the  Hi  rECH 
Act,  the  NPRM  also  proposed  certain 
oth(;r  modifications  to  the  HIPAA  Rules. 
The  NPRM  jn'ojiosed  to  permit  the  u.se 
of  compound  authorizations  for 
conditioned  and  unconditioned 
n;.search  activities  and  reque.sted 
comment  regarding  ])ermitting 
authorizations  for  future  re.search. 
Additionally,  the  NPRM  proposed  to 
modify  the  Privacy  Rule’s  api)lication  to 
the  individually  identifiable  health 
Information  of  deced(;nts  and  to  permit 
covered  entities  that  obtain  the 
agreement  of  a  ])arent  to  provide  proof 
of  immunization  without  written 
authorization  to  .schools  that  are 
n;(iuired  to  have  such  iidbrmation. 

iii.  The  (a;netic  Information 
Nondi.scriinination  Act 

The  Ceiietic  Information 
Nondi.scriinination  Act  of  2008 
("(dNA”),  Pul).  L.  110-233,  122  Stat. 

881,  |)rohihit.s  discrimination  based  on 
an  individual’s  genetic  information  in 
both  the  health  coverage  (Title  I)  and 
enqiloyment  (Title  II)  contexts.  In 
addition  to  the  nondi.scriinination 
provisions,  section  10,')  of  Title  I  of 
(dNA  contains  new  jirivacy  jn’otections 
for  genetic  information,  which  require 
the  Secretary  of  HHS  to  revise  the 
Privacy  Rule  to  clarify  that  genetic 
information  is  health  information  and  to 
prohibit  grouj)  health  jilans,  health 
insurance  issuers  (including  HMOs), 
and  i.ssuers  of  Medicare  supiilemental 
policies  from  using  or  disclosing  genetic 
information  for  underwriting  |)iirpo.se.s. 

On  October  7.  2()()9,  the  Department 
])uhlished  a  propo.sed  rule  to  strengthen 
the  jnivacy  protections  for  genetic: 
information  und(;r  the  HIPAA  Privacy 
Rule  hv  implementing  the  jirotecitions 
for  genetic  information  required  by 
OINA  and  making  related  changcis  to  the 
Rule.  The  (iO-day  jnihlic  comment 
period  for  the  i)ro])osed  rule  clo.sed  on 
December  7,  2009.  The  De])artment 
ret:eived  about  25  comments  on  the 
])ro])osed  rule. 

II.  Overview  of  (he  Final  Rule 

In  this  final  rule  the  Dejiartment 
finalizes  the  modifications  to  the  HIPAA 
Privacy,  Security,  and  Enforcement 
Rules  to  implement  many  of  the 
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privacy,  security,  and  enforcement 
provisions  of  the  HITECH  Act  and  make 
other  changes  to  the  Rules;  modifies  the 
Oreach  Notification  Rule;  finalizes  the 
modifications  to  the  lllPAA  Privacv 
Ride  to  strengthen  privacy  jirotections 
for  genetic  information;  and  responds  to 
the  ]mhlic  comments  received  on  the 
proposed  and  interim  final  rules. 

.Section  111  hidow  describes  the  effective 
and  compliance  dates  of  tlie  final  rule. 
Section  IV  describes  the  changes  to  the 
lllPAA  Privacy,  Security,  and 
Enforcement  Rules  under  the  HITECH 
Act  and  other  modifications  that  were 
jiroposed  in  July  2010,  as  well  as  the 
modifications  to  the  Enforcement  Rule 
under  the  HlTEfd  1  Act  that  were 
addressed  in  the  interim  final  rule 
jnihlished  in  October  2009.  Section  V 
describes  the  changes  to  the  Breach 
Notification  Rule.  Section  VI  discusses 
the  changes  to  the  HIPAA  Privacy  Rule 
to  strengthen  privacv  jirotections  for 
genetic  information. 

III.  Effective  and  Compliance  Dates 

With  res]K!ct  to  the  HITECH  Act 
nujuirements,  section  13423  of  the  Act 
provides  that  the  provisions  in  subtitle 
11  took  effect  one  vear  after  enactment, 
i.e.,  on  E’ehruary  18,  2010,  excejil  as 
sjiecified  otherwise.  However,  there  are 
a  numher  of  exceptions  to  this  general 
rule.  E’or  example,  the  tiered  and 
increa.sed  civil  money  jienalty 
])rovisions  of  sei;tion  13410((ij  were 
effective  for  violations  occurring  after 
the  date  of  enactment,  and  sections 
13402  and  13407  of  the  Act  regarding 
breach  notification  reijuired  interim 
final  rules  within  180  days  of 
enactment,  with  effective  dates  30  days 
after  the  jnihlication  of  such  rules.  Other 
provisions  of  the  Act  have  later  effective 
dates.  For  example,  the  provision  at 
.section  13410(aJ(lJ  of  the  Act  providing 
that  the  Secretary’s  authority  to  imjiose 
a  civil  money  penalty  will  only  be 
barred  to  the  extent  a  criminal  penalty 
has  been  imposed,  rather  than  in  c:ases 
in  which  the  offen.se  in  (juestion  merely 
constitutes  an  offense  that  is  criminally 
jmnishahle,  became  effective  for 
violations  occurring  on  or  after  February 
18,  2011.  The  discu.ssion  below 
generally  pertains  to  the  .statutory 
ju'ovisions  that  became  effective  on 
February  18,  2010,  or,  in  a  few  cases,  on 
a  later  date. 

Pi'opoHtid  Rule 

We  proposed  that  covenul  entities  and 
business  associates  would  have  180 
days  beyond  the  effective  date  of  the 
final  rule  to  come  into  compliance  with 
most  of  the  rule’s  jirovisions.  We 
believed  that  a  180-day  comidiance 
jieriod  would  suffice  for  future 


modifications  to  the  HIPAA  Rules,  and 
we  ju’oposed  to  add  a  provision  at 
§  100.105  to  address  the  comjiliance 
date  generally  for  implementation  of 
new  or  modified  standards  in  the 
HIPAA  Rules.  We  projiosed  that 
§100.105  would  provide  that  with 
respect  to  new  standards  or 
imjilementation  specifications  or 
modifications  to  standards  or 
implementation  specifications  in  the 
HIPAA  Rules,  excejit  as  otherwise 
provided,  covered  entities  and  business 
associates  would  he  reijuired  to  comjily 
with  the  applicable  new  or  modified 
standards  or  implementation 
sjiecifications  no  later  than  180  days 
from  the  effective  date  of  any  such 
change.  For  future  modifications  to  the 
HIPAA  Rules  necessitating  a  longer 
compliance  period,  we  would  specify  a 
longer  period  in  the  regulatory  text. 
Finally,  we  proposed  to  retain  the 
comjiliance  date  jirovisions  at 
§§104.534  and  104.318,  which  jnovide 
the  comjiliance  dates  of  April  14,  2003, 
and  April  20,  2005,  for  initial 
imjilementation  of  the  HIPAA  Privacy 
and  Security  Rules,  respectively,  for 
historical  jnirposes  only. 

()v(U'vi(m'  ol  Public  (loiunieuts 

Most  of  the  comments  addressing  the 
projiosed  comjiliance  periods  as 
outlined  above  fell  into  three  categories. 
First,  .sevmal  commenters  sujiportial  the 
pro])osed  compliance  timelines  and 
agreed  that  180  days  is  sufficient  time 
for  covered  entities,  business  associates, 
and  subcontractors  of  all  sizes  to  come 
into  compliance  with  the  final  rule. 
Second,  a  few  commenters  supported 
the  projKKsed  180-day  compliance 
period,  hut  exjjressed  concern  that  the 
Dejiartment  may  wish  to  extend  the  180- 
day  comjdiance  period  in  the  future,  if 
it  issues  modifications  or  new 
jorovisions  that  require  a  longer 
comjiliance  period.  Third,  several 
commenters  requested  that  the 
Department  extend  the  180-day 
conqiliance  period  both  with  regard  to 
the  modifications  contained  in  this  final 
rule  and  with  regard  to  the  mon;  general 
])ro])osed  compliance  deadline,  as  they 
lielieve  180  days  is  an  insufficient 
amount  of  time  for  covered  entities, 
business  associates,  and  subcontractors 
to  come  into  compliance  with  the 
modified  rules,  particularly  with  regard 
to  changes  in  technology. 

Final  Hale 

The  final  rule  is  effective  on  March 
20,  2013.  Covered  entities  ami  business 
a.ssociates  of  all  sizes  will  have  180  days 
beyond  the  effective  date  of  the  final 
rule  to  come  into  compliance  with  most 
of  the  final  rule’s  provisions,  including 


the  modifications  to  the  Breach 
Notification  Rule  and  the  changes  to  the 
HIPAA  Privacy  Rule  under  GINA.  We 
understand  that  some  covered  entities, 
business  associates,  and  subcontractors 
remain  concerned  that  a  180-day  jieriod 
does  not  jirovide  sufficient  time  to  come 
into  compliance  with  the  modifications. 
However,  we  believe  not  only  that 
providing  a  180-day  comjiliance  period 
liest  com])orts  with  .section  1175(1)J(2J  of 
the  Social  Security  Act,  42  IJ.S.C. 
1320(1-4,  and  our  implementing 
provision  at  §  100.104(cJ(l),  which 
require  the  Secretary  to  provide  at  least 
a  180-day  period  for  covered  entities  to 
comply  with  modifications  to  standards 
and  implementation  specifications  in 
the  HIPAA  Rules,  hut  also  that 
providing  a  180-day  comjiliance  jieriod 
best  jirotects  the  jirivacy  and  security  of 
jiatient  information,  in  accordance  with 
the  goals  of  the  HITECH  Act. 

In  addition,  to  make  clear  to  the 
industry  our  exjiectation  that  going 
forward  we  will  jirovide  a  180-day 
comjiliance  date  for  future 
modifications  to  the  HIPAA  Rides,  we 
adojit  the  jirovision  we  jirojio.sed  at 
§100.105,  which  jirovides  that  with 
resjiect  to  new  or  modified  .standards  or 
imjilementation  sjiecifications  in  the 
HIPAA  Rules,  excejit  as  otherwi.se 
jirovided,  covered  entities  and  Iiiisine.ss 
associates  mu.st  comjily  with  the 
ajijilicahle  new  or  mollified  standards  or 
imjilementation  sjiecifications  no  later 
than  180  days  from  the  effective  date  of 
any  such  change.  In  cases  where  a 
future  modification  necessitates  a  longer 
comjiliance  jieriod,  the  Dejiartment  will 
exjiressly  jirovide  for  one,  as  it  has  done 
in  this  rulemaking  with  resjiect  to  the 
time  jiermitted  for  business  a.ssociale 
agreements  to  he  modified. 

For  the  reasons  jirojiosed.  the  final 
rule  akso  retains  the  comjiliance  date 
jirovisions  at  §§  104.534  and  104.318, 
which  Jirovide  the  comjiliance  dates  of 
Ajiril  14.  2003,  and  Ajiril  20.  2005,  for 
initial  imjilementation  of  the  HIPAA 
Privacy  and  Security  Rules, 
resjiectively.  We  note  that  §  100.105 
regarding  the  comjiliance  date  of  new  or 
modified  standards  or  imjilementation 
sjiecifications  does  not  ajijily  to 
modifications  to  the  jirovisions  of  the 
HIPAA  Enforcement  Rule,  liecan.se  such 
Jirovisions  are  not  .standards  or 
imjilementation  .sjiecifications  (as  the 
terms  are  defined  at  §  100.1 03 J.  Such 
Jirovisions  are  in  effect  and  ajijily  at  the 
time  the  final  rule  becomes  effective  or 
as  otherwi.se  sjiecifically  jirovided.  In 
addition,  as  exjilained  above,  our 
general  rule  for  a  180-dav  comjiliance 
Jieriod  for  new  or  modified  standards 
woidd  not  ajijily  where  we  exjiressly 
Jirovide  a  different  comjiliance  jieriod  in 
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the  regulation  tor  one  or  more 
provisions.  For  j)urposes  of  this  rule,  the 
180-(tay  (:omj)lian(:e  j)eriod  would  not 
govern  the  time  period  recjuired  to 
modify  those  business  associate 
agreements  that  qualify  for  the  longer 
transition  period  in  ?}  104.382,  as  we 
(li.scuss  further  below. 

Finally,  the  provisions  of  section 
184()2(j)  of  the  HITF('H  Act  ap|)ly  to 
breaches  of  unsecured  protected  health 
information  discovered  on  or  after 
.Sej)tend)er  28.  21)05).  the  date  of  the 
|)nl)lication  of  the  interim  final  ride, 
'riuis,  during  the  180  day  period  before 
compliance  with  this  final  rule  is 
reipdred,  covered  entities  and  husine.ss 
associates  are  still  required  to  comply 
with  the  breach  notification 
reiiuirements  under  the  HITECH  Act 
and  mu.st  continue  to  comply  with  the 
requirements  of  the  interim  final  rule. 

We  believe  that  this  transition  period 
provides  covered  entities  and  business 
associates  with  adeipiate  time  to  come 
into  comjiliance  with  the  revisions  in 
this  final  rule  and  at  the  same  time  to 
continue  to  fulfill  their  breach 
notification  obligations  under  the 
HITECH  Act. 

IV.  Modifications  to  the  I  UFA  A 
Privacy,  Secairitv,  and  Enforcement 
Rules  iJnder  the  HITECH  Act:  Other 
Modifications  to  the  HIPAA  Rules 

The  discussion  below  provides  a 
section-hy-section  de.scrijition  of  the 
final  rule,  as  well  as  responds  to  public; 
comments  where  substantive  comments 
were  received  regarding  particular 
provisions. 

A.  Suhjnirts  A  and  B  of  Part  KM): 
Stdtulorv  Basis  and  Parposc, 
Applicability,  Definitions,  and 
Preemption  of  State  Law 

Snhjjart  A  of  Part  180  of  the  HIPAA 
Rules  contains  general  provisions  that 
aj)jdy  to  all  of  the  HIPAA  Rules.  Suhpart 
B  of  Part  180  contains  the  regulatory 
provisions  implemeiding  HlPAA’s 
preemj)tion  jirovisions.  We  projiosed  to 
amend  a  numher  of  the.se  jirovisions. 
Some  of  the  projio.sed.  and  now  final, 
changes  are  nece.ssitated  by  the  statutory 
changes  made  by  the  HITEC'.H  Act  and 
CINA,  while  othcirs  are  of  a  technical  or 
conforming  nature. 

1.  Suhpart  A — (General  Provisions. 
Section  180.101 — Statutory  Basis  and 
Pur|)o.se 

This  section  sets  out  the  statutorv 
basis  and  purpose  of  the  HIPAA  Rules. 
We  projiosed  and  include  in  this  final 
rule  a  technical  change  to  include 
references  to  the  provisions  of  CINA 
and  the  HITECH  Act  ujjon  which  most 


of  the  regulatory  changes  below  are 
ha.sed. 

2.  .Sul)])art  A — Ceneral  I’rovisions. 

Section  180.102 — Ap])licahility 

This  .section  sets  out  to  whom  the 
HIPAA  Rules  a])])ly.  We  ])ro|)osed  to 
add  and  include  in  this  final  rule  a  new 
paragraph  (h)  to  make  clear,  consistent 
with  the  HrrE(81  Act,  tliat  certain  of  the 
standards,  reiinirements,  and 
imjilementation  sjiecifications  of  the 
suhchajiter  apply  to  business  associates. 

8.  Suhjiart  A — (General  Provisions. 
Section  180.108 — Definitions 

Section  180.108  coidains  definitions 
of  terms  that  apjiear  throughout  the 
HIPAA  Rules.  The  final  rule  modifies  a 
numher  ofthe.se  definitions  to 
imjilement  the  HITECH  Act  and  make 
other  needed  changes. 

a.  Defiidtion  of  “Busine.ss  Associate” 

The  HIPAA  Privacy  and  Security 
Rules  ])ennit  a  covered  entity  to  di.sclo.se 
jnotected  health  information  to  a 
husine.ss  as.sociate,  and  allow  a  husine.ss 
associate  to  create,  receive,  maintain,  or 
transmit  protected  health  information 
on  its  behalf,  ]n'ovided  the  covered 
entity  obtains  satisfactorv  assurances  in 
the  form  of  a  contract  or  other 
arrangement  that  the  husine.ss  as.sociate 
will  apjn'opriately  .safeguard  the 
information.  'I’he  HIPAA  Rides  define 
“business  as.sociate”  generally  to  mean 
a  person  who  ])erform.s  functions  or 
activities  on  behalf  of,  or  certain 
services  for,  a  covered  entity  that 
involve  the  use  or  disclosure  of 
protected  health  information.  We 
proposed  a  numher  of  modifications  to 
the  definition  of  “business  a.ssociate”  to 
inqilement  the  HITEfdl  Act.  to  conform 
the  term  to  the  .statutory  provisions  of 
the  Patient  Safety  and  Quality 
Improvement  Act  of  2003  (PSQIA).  42 
IJ.S.C.  25)5)1)-21.  et  sei].,  and  to  make 
other  changes  to  the  definition. 

i.  Inclusion  of  Patient  Safety 
Organizations 

Proposed  Rule 

We  proposed  to  add  jiatient  safety 
activities  to  the  list  of  functions  and 
activities  a  person  may  undertake  on 
behalf  of  a  covered  entity  that  give  rise 
to  a  business  as.sociate  relationship. 
PSQIA,  at  42  II.S.C.  25)5)h-22(i)(l ), 
jirovides  that  Patient  Safety 
Organizations  (P.SOsJ  must  he  treated  as 
business  associates  when  apjilying  the 
Privacy  Rule.  PSQIA  provides  for  the 
establishment  of  P.SOs  to  receive  reports 
of  patient  .safety  events  or  concerns  from 
providers  and  provide  analyses  of 
events  to  reporting  providers.  A 
reporting  provider  may  he  a  HIPAA 


covered  entity  and,  thus,  information 
re])orted  to  a  P.SO  may  include 
protected  health  information  that  the 
PSO  may  analyze  on  behalf  of  the 
covered  provider.  The  analysis  of  such 
information  is  a  patient  safety  activity 
for  purposes  of  PSQIA  and  the  Patient 
Safety  Rule.  42  CFR  8.10,  et  seij.  While 
the  HIPAA  Rules  as  written  would  treat 
a  P.SO  as  a  business  as.sociate  when  the 
PSO  was  performing  {jualitv  analyses 
and  other  activities  on  behalf  of  a 
covered  health  care  provider,  we 
jiropo.sed  this  change  to  the  definition  of 
“business  associate”  to  more  clearly 
align  the  HIPAA  and  Patient  .Safety 
Rides. 

Overview  of  Public  Comment 

Commenters  on  this  tojiic  supported 
the  express  inclusion  of  patient  safety 
activities  within  the  definition  of 
“business  as.sociate.” 

Final  Rule 

The  final  rule  adopts  the  ])ropo.sed 
modification. 

ii.  Inclusion  of  Health  Information 
Organizations  (HIO),  E-Prescrihing 
Cateways.  and  Other  Persons  That 
Imcilitate  Data  Transmission;  as  Well  as 
Vendors  of  Personal  Health  Records 

Proposed  Rule 

.Section  18408  of  the  HITECH  Act 
provides  that  an  organization,  such  as  a 
llealth  Information  Exchange 
Organization,  E-prescrihing  Cateway.  or 
Regional  Health  Information 
Organization,  that  jirovides  data 
transmission  of  ])rotected  health 
information  to  a  covered  entity  (or  its 
business  as.sociate)  and  that  requires 
access  on  a  routine  basis  to  such 
jH'otected  health  information  must  he 
treated  as  a  business  as.sociate  for 
pur]io.se.s  of  the  Act  and  the  HIPAA 
Privacy  and  .Security  Rules.  .Section 
18408  also  provides  that  a  vendor  that 
contracts  with  a  covered  entity  to  allow 
the  covered  entity  to  offer  a  jiersonal 
health  record  to  jiatients  as  ])art  of  the 
covered  entity’s  electronic  health  record 
.shall  he  treated  as  a  husine.ss  as.sociate. 
.Section  18408  requires  that  such 
organizations  and  vendors  enter  into  a 
written  husine.ss  as.sociate  c:ontract  or 
other  arrangement  with  the  covered 
entity  in  accordance  with  the  HIPAA 
Rules. 

In  accordance  with  the  Act.  we 
projio.sed  to  modify  the  definition  of 
“business  a.ssociate”  to  exj)licitly 
designate  these  persons  as  husine.ss 
associates.  .Specifically,  we  ])ro]K).sed  to 
include  in  the  definition;  (1)  A  Health 
Information  Organization,  E-j)re.s(;rihing 
Gateway,  or  other  jKason  that  jirovides 
data  transmission  servi(;es  with  resjiect 
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to  protected  health  inforiuation  to  a 
covenul  entity  and  tliat  iHupiires  routine 
acce.ss  to  such  ])rotecled  health 
inforiuation;  and  (2)  a  jierson  who  offers 
a  |)er.sonal  health  record  to  one  or  more 
individuals  on  hehalf  of  a  covered 
entity. 

We  ])roposed  to  refer  to  “Health 
Information  Organization”  in  the  NORM 
rather  than  “Health  Information 
Exchange  Organization”  as  used  in  the 
Act  because  it  is  our  understanding  that 
“Health  Information  Organization"  is 
the  more  widely  recognized  and 
acce])ted  term  to  descrihe  an 
organization  that  oversees  and  governs 
the  exchange  of  health-related 
information  among  organizations.^  The 
Act  also  specifically  refers  to  Regional 
Health  Information  Organizations; 
however,  we  did  not  believe  the 
inclusion  of  the  term  in  the  definition 
of  “business  associate”  was  necessary  as 
a  Regional  Health  Information 
Organization  is  simply  a  Health 
Information  Organization  that  governs 
health  Information  exchange  among 
organizations  within  a  defined 
geogra])hic  area.  *  Further,  the  specific 
terms  of  “Health  Information 
Organization”  and  “F-pre.scrihing 
(Gateway”  were  included  as  merelv 
illustrative  of  the  tyjies  of  organizations 
that  would  fall  within  this  ])aragraph  of 
the  definition  of  “business  a.s.sc)ciate.” 
We  recpie.sted  comment  on  the  us(;  of 
the.se  terms  within  the  definition  and 
whether  additional  clarifications  or 
additions  were  neces.sary. 

Section  13408  also  ])rovides  that  the 
data  transmi.ssion  organizations  that  the 
Act  nuinires  to  he  treated  as  business 
associates  are  those  that  require  access 
to  protected  health  information  on  a 
routine  basis.  Conversely,  data 
transmi.ssion  organizations  that  do  not 
retpiire  access  to  protected  health 
information  on  a  routine  basis  would 
not  he  treated  as  business  associates. 
'I’his  is  consistent  with  our  prior 
interpretation  of  the  definition  of 
“business  associate,”  through  which  we 
have  stated  that  entities  that  act  as  mere 
conduits  for  the  transport  of  protected 
health  information  hut  do  not  access  the 
information  other  than  on  a  random  or 
infre(|uent  basis  are  not  business 
a.ssoc:iates.  See  http://\\'\viv.hhs.t’ov/o(:r/ 
privacv/hipad/faci/providers/hiisincss/ 
245.litinl.  In  contrast,  entities  that 
manage  the  exchange  of  protected 


^  I)(!piu1iiu!nl  of  lloiilth  and  lluinan  .Sorviccjs 
of  tiu!  National  Oooi'dinator  lor  Hoalth 
Inlonnation  To(:hnolo<>y.  TIu!  National  Allianc:()  for 
Hoalth  Information  To(:linolo{>y  K(i|)ort  to  tin:  Offico 
of  tho  National  Coordinator  for  Hoalth  Information 
'Hichnolo^v:  Uofininj’  Kov  H(!alth  Information 
Torms,  I’g.  24  (2l)t)»). 

'  Id.  at  2.'j. 


health  information  through  a  network, 
inclitding  providing  record  locator 
services  and  pttrfortning  various 
oversight  ;md  governance  functions  for 
electronic  he.ilth  information  exchiinge. 
have  more  than  “random”  access  to 
protected  health  information  and  fluts, 
woitld  fall  within  the  definition  of 
“business  a.ssociate.” 

Overview  of  Public  (Comments 

Oommenters  generally  sujfportttd  the 
incltision  of  Ihtalth  Information 
Organizations,  personal  health  recortl 
vendors,  and  similar  entities  in  the 
definition  of  “business  associate." 

I  lowever,  commenters  sought  various 
clarifications  as  discussed  below. 

Commenters  generally  supj)orted  use 
of  the  term  Health  Information 
Organization  in  lieu  of  more  restrictive 
terms,  .suc:h  as  Regional  Health 
Information  Organization.  Soiik; 
commenters  suggested  that  the  term 
Health  Information  Organization  he 
defiiuxl,  so  as  to  avoid  confusion  as  the 
industry  develops,  and  sugge.sted 
various  alternatives  for  doing  so.  Several 
commenters  recommended  that  the 
Office  for  Civil  Rights  (OCR)  maintain  a 
Wei)  site  link  that  li.sts  current  terms  for 
entities  that  0(]R  considers  to  he  Health 
Information  Organizations. 

Other  commenters  re(|uested 
clarification  on  what  it  means  to  have 
“acce.ss  on  a  routine  basis”  to  protected 
health  information  for  purpo.ses  of  the 
definition  and  determining  whether 
certain  entities  are  excluded  as  mere 
conduits.  For  example,  commenters 
asked  whether  the  definition  of  business 
a.ssociate  would  include  broadband 
su])])lier.s  or  internet  service  providers, 
vendors  that  onlv  have  the  potential  to 
c;ome  into  contact  with  protected  health 
information,  or  entities  contracted  on  a 
contingency  basis  that  may  at  some 
point  in  the  future  have  access  to 
protected  health  information.  Several 
document  storage  comjjanies  argued 
that  entities  like  theirs  should  he 
characterized  as  conduits,  as  they  do  not 
view  the  protected  health  information 
thev  store. 

Several  commenters  sought 
clarification  regarding  when  j)ersonal 
health  record  vendors  would  he 
considered  business  a.ssociates.  For 
example,  commenters  asked  whether 
j)er.sonal  health  record  vendors  would 
l)e  business  associates  when  the  vendor 
])rovided  the  personal  health  record  in 
collaboration  with  the  covered  entity, 
when  the  jjer.sonal  health  record  is 
linked  to  a  covered  entitv’s  electronic 
health  record,  or  when  the  jjersonal 
health  record  is  offered  independently 
to  the  individual,  among  other 
.scenarios.  One  commenter  suggested 


that  a  vendor  offering  a  personal  health 
record  to  a  j)atient  on  hehalf  of  a 
covered  entity  only  acts  as  a  conduit 
because  there  is  no  acc;es.s  hv  the  vendor 
to  protected  health  information;  another 
commenter  .suggested  that  personal 
health  record  vendors  he  husine.ss 
associates  only  when  they  have  routine 
acce.ss  to  jirotected  health  information. 

Final  Rule 

The  filial  rule  adopts  the  language 
that  expressly  designates  as  husine.ss 
associates;  (1)  A  Health  Information 
Organization.  F-pre.scrihing  Gateway,  or 
other  per.son  that  provides  data 
transmission  services  with  respect  to 
protected  health  information  to  a 
covered  entity  and  that  requires  routine 
acce.ss  to  such  protected  health 
information;  and  (2)  a  person  who  offers 
a  personal  health  record  to  one  or  more 
individuals  on  hehalf  of  a  covered 
entity. 

We  decline  to  jirovide  a  definition  for 
Health  Information  Organization.  We 
recognize  that  the  industry  continues  to 
develop  and  thus  the  type  of  entities 
that  may  he  considered  Health 
Information  Organizations  continues  to 
evolve.  P’or  this  reason,  we  do  not  think 
it  prudent  to  include  in  the  regulation 
a  .s])ecific  definition  at  this  time.  We 
anticipate  continuing  to  issue  guidance 
in  the  future  on  our  weh  site  on  the 
types  of  entities  that  do  and  do  not  fall 
within  the  definition  of  husine.ss 
associate,  which  can  he  updated  as  the 
industrv  evolves. 

Regarding  what  it  means  to  have 
“acce.ss  on  a  routine  basis"  to  protected 
health  information  with  respect  to 
determining  which  types  of  data 
transmi.ssion  services  are  business 
associates  versus  mere  conduits,  such  a 
determination  will  he  fact  sjiecific  ha.sed 
on  the  nature  of  the  .services  provided 
and  the  extent  to  which  the  entity  needs 
acce.ss  to  protected  health  information 
to  perform  the  service  for  the  covered 
entity.  'I’he  conduit  excejition  is  a 
narrow  one  and  is  intended  to  exclude 
only  those  entities  providing  mere 
courier  services,  such  as  the  II.S.  Postal 
Service  or  United  Parcel  Service  and 
their  electronic  erpiivalents.  such  as 
internet  service  j)rovider.s  (kSPs) 
providing  mere  data  transmi.ssion 
services.  As  we  have  stated  in  ju  ior 
guidance,  a  conduit  trans])ort.s 
information  hut  does  not  acce.ss  it  other 
than  on  a  random  or  infre(|uent  basis  as 
necessary  to  perform  the  tran.sj)ortation 
.service  or  as  recpiired  by  other  law.  For 
example,  a  telecommunications 
comjjany  may  have  oc:casional.  random 
acce.ss  to  jjrotected  health  information 
when  it  reviews  whether  the  data 
transmitted  over  its  network  is  arriving 
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at  its  intended  destination.  Such 
occasional,  random  access  to  protected 
health  intormation  would  not  (|nalify 
the  company  as  a  husine.ss  associate.  In 
contrast,  an  entity  that  recjuires  access  to 
protected  health  information  in  order  to 
perform  a  service  for  a  covered  entity, 
such  as  a  Health  Information 
Organization  that  manages  the  exchange 
of  protectiid  health  information  through 
a  network  on  hehalf  of  covered  entities 
through  the  use  of  record  locator 
.services  for  its  jjarticijjants  (and  other 
.services),  is  not  considered  a  conduit 
and.  thus,  is  not  excluded  from  the 
definition  of  husine.ss  as.sociate.  We 
intend  to  issue  further  guidance  in  this 
area  as  electronic  health  information 
exchange  continues  to  evolve. 

We  note  that  the  conduit  exception  is 
limited  to  transmission  services 
(whether  digital  or  hard  co])y). 
including  any  temjjorarv  storage  of 
transmitted  data  incident  to  such 
transmission.  In  contra.st.  an  entity  that 
maintains  protected  health  information 
on  hiihalf  of  a  covered  entity  is  a 
business  associate  and  not  a  conduit, 
even  if  the  entitv  does  not  actually  view 
the  protected  health  information.  We 
recognize  that  in  both  situations,  the 
entity  providing  the  service  to  the 
covered  entitv  has  the  o])])ortunitv  to 
access  the  protectcid  health  information. 
However,  the  difference  h(;tween  the 
two  situations  is  the  transient  versus 
j)ersi.stent  nature  of  that  opportnnitv. 

For  exainjile,  a  data  storage  company 
that  has  access  to  protected  health 
information  (whether  digital  or  hard 
cojjy)  (jualifies  as  a  husine.ss  associate, 
even  if  the  entity  does  not  view  the 
information  or  only  does  so  on  a 
random  or  infrecpient  basis.  Thus, 
document  .storage  comijanies 
maintaining  protected  health 
information  on  hehalf  of  covereil 
entities  are  considered  business 
associates,  regardless  of  whether  they 
actually  view  the  information  they  hold. 
To  help  clarify  this  j)oint,  we  have 
modified  the  definition  of  “business 
associate”  to  generally  j)rovide  that  a 
husine.ss  associate  includes  a  person 
who  “creates,  receives,  nniintuins,  or 
transmits”  (emphasis  added)  })rotected 
health  information  on  hehalf  of  a 
covered  entity. 

Several  commenters  sought 
clarification  on  when  a  jiersonal  health 
record  vendor  would  he  providing  a 
personal  health  record  “on  hehalf  of  a 
covered  entity  and  thus,  would  he  a 
business  associate  for  pnr|)oses  of  the 
HIFAA  Rides.  As  with  data  transmission 
services,  determining  whether  a 
personal  health  record  vendor  is  a 
Inisiness  associate  is  a  fact  specific 
determination.  A  jiersonal  health  record 


vendor  is  not  a  business  associate  of  a 
covered  entity  solely  by  virtue  of 
entering  into  an  interoperability 
relationship  with  a  covered  entity.  For 
example,  when  a  personal  health  record 
vendor  and  a  covered  entitv  establish 
the  electronic  means  for  a  covered 
entity’s  electronic  health  record  to  send 
protected  health  iidbnnation  to  the 
personal  health  record  vendor  jmrsnant 
to  the  individual’s  written 
authorization,  it  does  not  mean  that  the 
jiersonal  health  record  vendor  is 
offering  the  personal  health  rei:ord  on 
hehalf  of  the  covered  entity,  even  if 
there  is  an  agreement  between  the 
|)ersonal  health  record  vendor  and  the 
covered  entity  governing  the  exchange 
of  data  (such  as  an  agreement  sjiecifying 
the  technical  specifications  for 
exi;hanging  of  data  or  specifying  that 
such  data  .shall  he  kejit  confidential).  In 
contrast,  when  a  covered  entity  hires  a 
vendor  to  jirovide  and  manage  a 
])ersonal  health  record  service  the 
covered  entity  wishes  to  offer  its 
patients  or  enrollees,  and  jirovides  the 
vendor  with  access  to  protected  health 
information  in  order  to  do  so.  the 
personal  health  record  vendor  is  a 
husine.ss  as.sociatis. 

A  ])er.sonal  health  record  vendor  may 
offer  personal  health  records  directlv  to 
individuals  and  may  also  offer  personal 
health  records  on  hehalf  of  covered 
entities.  In  such  cases,  the  personal 
health  record  vendor  is  only  subject  to 
HIPAA  as  a  business  as.sociate  with 
resjiect  to  personal  health  records  that 
are  offered  to  individuals  on  hehalf  of 
covered  entities. 

We  also  clarify  that,  contrary  to  one 
commenter’s  suggestion,  a  ])er.sonal 
health  record  vendor  that  offers  a 
Jiersonal  health  record  to  a  jiatient  on 
hehalf  of  a  covered  entity  does  not  act 
merely  as  a  conduit.  Rather,  the 
Jiersonal  health  record  vendor  is 
maintaining  jirotected  health 
information  on  hehalf  of  the  covered 
entity  (for  the  benefit  of  the  individual). 
Further,  a  jier.sonal  health  record  vendor 
that  ojierates  a  jiersonal  health  record 
on  hehalf  of  a  covered  entitv  is  a 
linsine.ss  as.sociate  if  it  has  acce.ss  to 
Jirotected  health  information,  regardle.ss 
of  whether  the  jiersonal  health  record 
vendor  actually  exercises  this  acce.ss. 

We  believe  the  revisions  to  the 
definition  of  “husine.ss  as.sociate” 
discussed  above  clarify  the.se  jioints.  As 
with  other  asjiects  of  the  definition  of 
“linsiness  a.ssociate,”  we  intend  to 
jirovide  future  guidance  on  when  a 
Jiersonal  health  record  vendor  is  a 
linsine.ss  a.ssociate  for  jinrjioses  of  the 
HIPAA  Rules. 


Resjionse  to  Other  Pnhlic  Oomments 

Couuueu/;  One  commenter 
recommended  that  the  term  “jierson” 
used  in  de.scriliing  who  jirovides 
transmission  services  to  a  covered  entity 
he  clarified  to  ajijily  also  to  entities  and 
organizations. 

lios})()nsn:T\u'.  term  “jier.son”  as 
defined  at  Kit). 103  includes  entities  as 
well  as  natural  jiersons. 

T’onuuen/;  One  commenter  asked 
whether  suhcontractors  that  sujijiort 
business  associates  with  jiersonal  health 
record  related  functions  are  subject  to 
the  breach  notification  requirements 
under  the  HIPAA  Breach  Notification 
Rule  or  that  of  the  FTC. 

Rosponsc:  Aa  di.scus.sed  below,  a 
.subcontractor  that  creates,  receives, 
maintains,  or  transmits  jirotected  health 
information  on  behalf  of  a  husine.ss 
associate,  including  with  resjiect  to 
Jiersonal  health  record  functions,  is  a 
HIPAA  business  as.sociate  and  thus,  is 
subject  to  the  HIPAA  Breach 
Notification  Rule  and  not  that  of  the 
FT(].  The  analysis  of  whether  a 
snhcontractor  is  acting  on  hehalf  of  a 
linsiness  a.ssociate  is  the  .same  analysis 
as  di.scussed  above  with  resjiect  to 
whether  a  business  as.sociate  is  acting 
on  behalf  of  a  covered  entity. 

iii.  Inclusion  of  Subcontractors 
Projio.sed  Rule 

We  jirojio.sed  iu  the  definition  of 
“business  associate”  to  jirovide  that 
suhcontractors  of  a  covered  entity,  i.e.. 
those  Jiersons  that  jierform  functions  for 
or  Jirovide  .services  to  a  business 
a.ssociate  other  than  in  the  cajiacntv  as 
a  member  of  the  business  associate’s 
workforce,  are  also  business  associates 
to  the  extent  that  they  recjuire  access  to 
Jirotected  health  information.  We  also 
jirojiosed  to  define  “sulicontractor”  in 
§  Kit).  103  as  a  person  who  acts  on  hehalf 
of  a  business  as.sociate.  other  than  in  the 
cajiacity  of  a  member  of  the  workforce 
of  such  business  a.ssociate.  Even  though 
we  n.sed  the  term  “snhcontractor,” 
which  imjilies  there  is  a  contract  in 
jilace  between  the  jiarties,  the  definition 
would  ajijily  to  an  agent  or  other  jierson 
who  acts  on  hehalf  of  the  business 
associate,  even  if  the  linsiness  a.ssociate 
has  failed  to  enter  into  a  business 
as.sociate  contract  with  the  jierson.  We 
recjuested  comment  on  the  use  of  the 
term  “sulicxintractor”  and  its  jirojiosed 
definition. 

'I'he  intent  of  the  jirojiosed  extension 
of  the  Rules  to  suhcontractors  was  to 
avoid  having  jirivacy  and  .security 
jirotections  for  jirotected  health 
information  lajise  merelv  hecau.se  a 
function  is  jierformed  by  an  entity  that 
is  a  snhcontractor  rather  than  an  entity 
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with  a  direc:t  relationship  with  a 
covenul  entity.  Allowing  such  a  lapse  in 
l)riva(:y  and  security  |)roteclions  could 
allow  l)nsiness  associat(!s  to  avoid 
lial)ilitv  iin])osed  upon  them  hv  .sections 
13401  and  13404  of  the  Act.  Further, 
applying  MIFAA  privacy  and  security 
recpiireinents  directly  to  sul)contractors 
al.so  ensures  that  the  ])rivacy  and 
.securitv  protections  of  the  HIPAA  Rules 
extend  beyond  covered  entities  to  those 
(Mitities  that  create  or  receive  protectcul 
health  information  in  order  for  the 
covered  entity  to  perform  its  health  care 
functions.  Therefore,  we  proposed  that 
downstream  entities  that  work  at  the 
direction  of  or  on  behalf  of  a  business 
assocdate  and  handle  ])rotected  health 
information  would  also  he  required  to 
comply  with  the  applicable  Privacy  and 
Securitv  Rule  ])rovisions  in  the  same 
manner  as  the  jirimary  business 
associate,  and  likewise  would  incur 
liability  for  acts  of  noncompliance.  This 
])roj)osed  modification  would  not 
nxjuire  the  covered  entity  to  have  a 
contract  with  the  subcontractor;  rather, 
the  obligation  would  remain  on  each 
business  associate  to  obtain  sati.sfactorv 
assurances  in  the  form  of  a  written 
contract  or  otluM'  arrangement  that  a 
subcontractor  will  ap])ro|)riately 
.safeguard  ])rotected  health  information. 
For  exami)le,  if  a  business  a.ssociate. 
such  as  a  third  party  administrator, 
hires  a  coinjiany  to  handle  document 
and  media  shredding  to  securelv 
dispose  of  paper  and  electronic 
|)rotected  health  information,  then  the 
.shredding  comj)anv  would  he  directlv 
r(!f]uired  to  comply  with  the  a])plicahle 
recpnrements  of  the  HIPAA  Security 
Rule  (e.g.,  with  res])ect  to  proper 
disposal  of  electronic  media)  and  the 
Privacy  Rule  (e.g.,  with  respect  to 
limiting  its  uses  and  disclosures  of  the 
protected  health  information  in 
accordance  with  its  contract  with  the 
business  associate). 

Overview  of  Public  Comments 

While  some  conniKniters  generally 
suj)j)orted  extending  the  husine.ss 
associate  provisions  of  the  Rules  to 
subcontractors,  many  oj)})o.sed  such  an 
extension  arguing,  among  other  things, 
that  doing  so  was  not  the  intent  of 
(Congress  and  hevond  the  statutorv 
authority  of  the  De])artment,  that 
confusion  may  ensue  with  covered 
entities  seeking  to  establish  direct 
business  associate  contracts  with 
subcontractors  or  |)rohihiting  business 
associates  from  e.stahlishing 
subcontractor  relationships  altogether, 
and/or  that  creating  direct  liability  for 
subcontractors  will  discourage  such 
entities  from  operating  and  particij)ating 
in  the  health  care  industry.  Some 


commenters  asked  how  far  down  the 
“chain”  of  subcontractors  do  the  HIPAA 
Rules  apply — i.(!.,  do  the  Rules  a|)])lv 
only  to  the  first  tier  subcontractor  or  to 
all  subcontractors  down  the  chain. 

In  respon.se  to  our  nupie.st  for 
comment  on  this  issue,  several 
commenters  were  c:oncerneil  that  use  of 
the  term  subcontractor  was  confusing 
and  instead  suggested  a  difhirent  term 
he  u.sed.  such  as  business  a.ssociate 
contractor  or  downstream  business 
associate,  to  avoid  confusion  between 
])rimary  husine.ss  associates  of  a  covered 
entity  and  subcontractors.  Other 
commenters  suggested  changes  to  the 
definition  of  sul)c:ontractor  itself  to 
better  clarify  the  scope  of  the  definition. 

Several  commenters  nupiested 
specific  guidance  on  who  is  and  is  not 
a  subcontractor  under  the  definitions  of 
“business  associate”  and 
“subcontractor.”  For  example,  one 
commenter  a.sked  whether  an  entity  that 
shreds  documents  for  a  business 
a.ssociate  for  the  husine.ss  a.ssociate’s 
activities  and  not  for  the  covered  entity, 
would  (pialify  as  a  subcontractor. 
Another  commenter  a.sked  whether 
disclosures  by  a  business  a.ssociate  of 
])rotected  health  information  for  its  own 
management  and  administration  or  legal 
needs  creates  a  subcontractor 
relationship.  Other  commenters 
recommended  that  subcontractors 
without  routine  access  to  protected 
health  information,  or  who  do  not 
acc:e.ss  protected  health  information  at 
all  for  their  duties,  not  he  considered 
husine.ss  as.sociates. 

Final  Rule 

The  final  rule  adopts  the  proposal  to 
apply  the  l)usine.s.s  associate  provisions 
of  the  HIPAA  Rules  to  subcontractors 
and  thus,  j)rovide.s  in  the  definition  of 
“business  a.ssociate”  that  a  business 
a.ssociate  includes  a  “subcontractor  that 
creates,  receives,  maintains,  or  tran.smits 
protected  health  information  on  behalf 
of  the  husine.ss  as.sociate.”  In  response 
to  comments,  we  clarify  the  definition 
of  “subcontractor”  in  §1(){).1()3  to 
j)rovide  that  subcontractor  means:  “a 
j)er.son  to  whom  a  business  as.sociate 
delegates  a  function,  activity,  or  .s(;rvice, 
other  than  in  the  ca])acity  of  a  member 
of  the  workforce  of  such  business 
a.ssociate.”  'rims,  a  subcontractor  is  a 
person  to  whom  a  husine.ss  associate  has 
delegated  a  function,  activity,  or  service 
the  business  as.sociate  has  agreed  to 
perform  for  a  covered  entity  or  business 
a.ssociate.  A  subcontractor  is  then  a 
business  a.ssociate  where  that  function, 
activity,  or  .service  involves  the  creation, 
receijjt,  maintenance,  or  transmission  of 
protected  health  information.  We  al.so 
decline  to  rej)lace  the  term 


“subcontractor”  with  another,  as  we 
w(;re  not  persuaded  by  any  of  the 
alternatives  sugge.sted  by  commenters 
(e.g.,  “business  associate  contractor,” 
“downstream  husine.ss  a.ssociate.”  or 
“downstream  entity”). 

We  disagree  with  the  commenters  that 
suggested  that  applying  the  business 
as.sociate  provisions  of  the  HIPAA  Rules 
to  subcontractors  is  beyond  the 
Department’s  statutory  authority.  In  the 
lirrECH  Act,  Hongress  created  direct 
liability  under  the  HIPAA  Privacy  and 
Security  Rules  for  persons  that  are  not 
c:overed  entities  hut  that  create  or 
receive  protected  health  information  in 
onler  for  a  covered  entity  to  perform  its 
health  care  functions,  to  ensure 
individuals’  personal  health  information 
remains  sufficitmtly  i)rotected  in  the 
hands  of  the.se  entities.  As  stated  in  the 
NPRM,  ajjplying  the  business  as.sociate 
])rovision.s  only  to  those  entities  that 
liave  a  direct  relation.ship  with  a 
covered  entity  does  not  achieve  that 
intended  pur})ose.  Rather,  it  allows 
privacy  and  security  protections  for 
protected  health  information  to  lapse 
once  a  subcontractor  is  enli.sted  to  assist 
in  jjerforming  a  function,  activity,  or 
.service  for  the  covered  entity,  wliile  at 
the  same  time  j)otentially  allowing 
certain  primary  business  associates  to 
avoid  liability  altogether  for  the 
protection  of  the  information  the 
covered  entity  has  entru.sted  to  the 
business  a.ssociate.  Further,  scution 
13422  of  the  HPrECH  Act  provides  that 
c!ach  reference  in  the  Privacy  subtitle  of 
the  Act  to  a  jirovision  of  the  HIPAA 
Rules  refers  to  such  provision  as  in 
(Tfect  on  the  date  of  (enactment  of  the 
Act  or  to  the  most  recent  update  oj  such 
provision  (emphasis  added).  Thus,  the 
Act  does  not  bar  the  Department  from 
modifying  definitions  of  terms  in  the 
HIPAA  Rules  to  which  the  Act  reefers. 
Rat  beer,  the  statute  expressly 
contcemplates  that  modifications  to  the 
terms  may  hce  ntecessary  to  carry  out  the 
provisions  of  the  Act  or  for  other 
purposces. 

Further,  we  do  not  agrcee  that  coverced 
centitices  will  he  confused  and  sceek  to 
cestahlish  diriect  business  a.ssociate 
contracts  with  subcontractors  or  will 
prohibit  husine.ss  as.sociatces  from 
(engaging  sidecontractors  to  perform 
functions  or  scervices  that  rcecpnre  accce.ss 
to  protcected  health  information.  The 
final  ride  makes  chear  that  a  coverced 
(entity  is  not  rcecpnred  to  enter  into  a 
contract  or  other  arrangement  with  a 
business  associate  that  is  a 
subcontractor.  Scee  §§  l(i4.3()8(h)(l)  and 
l()4.5()2((e)(l)(i).  In  addition,  as 
commenters  did  not  preesent  dircect 
evidence  to  the  contrary,  we  do  not 
believe  that  covered  entitices  will  Ixegin 
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proliibiting  liiisinoss  associates  from 
engaging  subcontractors  as  a  residt  of 
the  linai  rule,  in  cases  where  tliey  were 
not  doing  so  beforic  Rather,  we  believe 
that  making  subcontractors  directly 
liable  for  violations  of  the  applicable 
jjrovisions  of  the  HIPAA  Rules  will  helj) 
to  alleviate  concern  on  the  |)art  of 
covered  entities  that  protected  health 
information  is  not  adetpiately  protected 
when  provided  to  subcontractors. 

'I’he  Department  also  believes  that  the 
privacy  and  security  protections  for  an 
individual’s  j)ersonal  health  information 
and  as.sociated  liability  for 
noncomj)liance  with  the  Rules  should 
not  lai)se  heyoiul  any  jjarticular 
business  associate  that  is  a 
subcontractor.  Tims,  under  the  final 
rule,  covenul  entities  must  ensure  that 
they  obtain  satisfactorv  assurances 
nHjuired  by  the  Rules  from  their 
business  associates,  and  business 
ass(K:iates  must  do  the  .same  with  regard 
to  subcontractors,  and  so  on,  no  matter 
how  far  “down  the  chain”  the 
information  flows.  This  ensures  that 
individuals'  health  information  remains 
])rotected  by  all  jiarties  that  create, 
r(!ceive.  maintain,  or  transmit  the 
information  in  order  for  a  covered  entity 
to  j)erform  its  health  care  functions.  For 
example,  a  covered  entity  may  contract 
with  a  business  associate  (contractor), 
the  contractor  may  delegate  to  a 
subcontractor  (subcontractor  1)  one  or 
more  functions,  services,  or  activities 
the  business  associate  has  agreed  to 
|)erform  for  the  covenul  entity  that 
r(!(|uire  access  to  ])rotect(;d  health 
information,  and  the  subcontractor  may 
in  turn  delegate  to  another 
subcontractor  (subcontractor  2)  one  or 
more  functions,  services,  or  activities  it 
has  agrecid  to  perform  for  the  contractor 
that  re(|nire  acce.ss  to  j)rotected  health 
information,  and  so  on.  Both  the 
contractor  and  all  of  the  subcontractors 
are  business  associates  under  the  final 
rule  to  the  extent  they  cn;ate.  receive, 
maintain,  or  transmit  protected  health 
information. 

With  respect  to  nujiiests  for  specific 
guidance  on  who  is  and  is  not  a 
subcontractor,  we  believe  the  above 
changes  to  the  definition  provide  further 
clarity.  We  also  provide  the  following  in 
response  to  specific  comments. 
Di.sclosures  by  a  business  as.sociate 
pursuant  to  §  l()4..5()4(e)(4)  and  its 
business  associate;  contract  for  its  own 
management  and  administration  or  h;gal 
r(;spon.sibilitie.s  do  not  cr(;ate  a  busine.ss 
ass(H;iate  relationship  with  the  reci])ient 
of  the  prot(;cted  health  information 
lM;cause  such  di.sclo.sur(;s  are  made 
outside  of  the  entity's  role  as  a  business 
a.s.s(M;iate.  However,  for  such  di.sclo.sun:,s 
that  are  not  required  by  law.  the  Rule 


reepiires  that  the  business  associate 
obtain  rea.sonable  assurances  from  the 
person  to  whom  the  information  is 
disclos(;d  that  it  will  be  held 
confidentially  and  used  or  further 
disclosed  only  as  re(|nir(;d  by  law  or  for 
the  purpo.s(;s  for  which  it  was  disclosed 
to  the  person  and  the  person  notifies  the 
hnsin(;.ss  associate  of  any  instances  of 
which  it  is  aware;  that  tlu; 
confidentiality  of  the  information  has 
been  breach(;d.  See 
l()4..5n4(e)(4)(ii)(B). 

In  contrast,  disclosures  of  protected 
health  information  hy  the  business 
associate  to  a  person  who  will  assist  the 
busine.ss  as.sociate  in  i)erforming  a 
function,  activity,  or  service  for  a 
covered  entity  or  another  business 
a.ssociate  may  create  a  busine.ss 
a.ssociate  relationship  de])ending  on  the 
cdrcum.stances.  For  example,  an  entity 
hired  by  a  busine.ss  a.ssociate  to 
aj)|)ropriately  dispose  of  documents  that 
contain  protected  health  information  is 
also  a  busine.ss  as.sociate;  and  subject  to 
the  a|)|)licahle  ])rovisions  of  the  HIBAA 
Rules.  If  the  documents  to  be  shredded 
do  not  contain  jjrotected  health 
information,  then  the  (;ntitv  is  not  a 
busine.ss  a.ssociate.  We  al.so  clarifv  that 
the  .same  interi)retation.s  that  iijjply  to 
determining  whether  a  first  tier 
contractor  is  a  business  a.ssociate  al.so 
ap])ly  to  determining  whether  a 
suhcontractor  is  a  busine.ss  as.sociate. 
Thus,  our  interpretation  of  who  is  and 
is  not  excluded  from  the  definition  of 
husiness  a.ssociate  as  a  conduit  al.so 
applies  in  the  context  of  .sid)contractor.s 
as  well.  We  r(;fer  r(;aders  to  the  above 
discu.ssion  regarding  transmission 
services  and  conduits. 

iv.  Excejitions  to  Business  A.ssociate 
Proposed  Rule 

S{;ction.s  184. 308(b)(2)  and 
l()4.502(e)(l)(ii)  of  the  HIPAA  Rules 
currently  describe  certain 
circumstances,  such  as  when  a  cov(;red 
entitv  discloses  ])rotected  health 
information  to  a  health  can;  provider 
conc(;rning  the  treatment  of  an 
individual,  in  which  a  cover(;d  entity  is 
not  reepdred  to  enter  into  a  business 
as.soi;iate  contract  or  other  arrangement 
with  the  recipient  of  the  prot(;ct(;d 
health  information.  We  ])ro])osed  to 
move  the.se  provisions  to  tlu;  d(;finition 
of  “busine.ss  associate”  it.selfas 
exceptions  to  make  clear  that  the 
D(;partment  do(;s  not  consider  the 
recipients  of  the  ])rotected  health 
information  in  these  circumstances  to  lu; 
business  associates.  The  movement  of 
these  excejjtions  al.so  was  intended  to 
helj)  clarify  that  a  person  or  an  entity  is 
a  busine.ss  associate  if  the  ])er.son  or 


entity  m(;et.s  the  definition  of  “busine.ss 
a.ssociate.”  even  if  a  cover(;d  entity,  or 
business  associati;  with  respect  to  a 
subcontractor,  fails  to  (;nter  into  the 
r(;(|uir(;d  busine.ss  as.sociate  contract 
with  tlu;  ])erson  or  entity. 

Final  Rule 

The  D(;])artment  did  not  rec(;ive 
substantive  ])ublic  comment  on  this 
propo.sal.  The  final  rule  includes  the 
exce))tion.s  within  the  definition  of 
“husiness  associate;.” 

V.  Technical  (lhanges  to  the  De;finition 
Propo.sed  Rule 

For  clarity  and  i;on.sistency,  we  alse; 
l)ropo.s(;d  to  change  the  term 
“individually  identifiable  health 
information”  in  the  current  definition  of 
“husiness  associate”  to  “prot(;cted 
health  information,”  since  a  busine.ss 
as.sociate  has  no  obligation  under  the 
HIPAA  Rules  with  r(;.sj)ect  to 
individually  identifiable  health 
information  that  is  not  protected  health 
information. 

Final  Rule 

The  D(;])artnu;nt  did  not  r(;ceive 
suhstantive  public  comment  on  this 
propo.sal.  The  final  rule  adopts  the 
jH'ojjo.sed  modification  to  the  definition. 
Additionally,  as  indicated  above,  we 
have;  revised  the  definition  of  busine.ss 
associate  to  clarify  that  a  busine.ss 
a.ssociate  includes  an  entity  that 
“creates,  receives,  maintains,  or 
transmits”  jjrotected  health  information 
on  behalf  of  a  covered  entity.  This 
change  is  intended  to  make  tlu; 
d(;finition  more  consistent  with 
language  at  §  l(i4.3()8(b)  of  the  Security 
Rule  and  §  l(i4..5()2(e)  of  the  Privacy 
Rule,  as  well  as  to  clarify  that  entities 
that  maintain  or  store  protected  health 
information  on  behalf  of  a  covered 
entity  are  business  associates,  even  if 
they  do  not  actually  view  the  jjrotected 
health  information. 

vi.  Re.sj)onse  to  Other  Public  Comments 

Comment:  One  comment(;r  sugge.st(;d 
that  some  t;overed  entities  do  not  treat 
third  party  jjersons  that  handle 
jjrotected  health  information  onsite  as  a 
l)u.sines.s  a.ssociate. 

Hasponso:  A  covered  entity  may  treat 
a  contractor  who  has  his  or  her  dutv 
station  onsite  at  a  covered  entity  and 
who  has  more  than  incidental  acce.ss  to 
|)rotected  health  information  as  either  a 
member  of  the  covered  entity’s 
workforce  or  as  a  husiiu;.ss  associate  for 
])urpo.ses  of  the  HIPAA  Ruh;s. 

(ioininani:  A  few  commenters  asked 
for  confirmation  that  re.s(;archer.s  are  not 
considered  business  associates.  In 
addition,  the  Secretary’s  Advi.sory 
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('.oiiimittee  on  Human  Research 
Rrotections,  in  its  Noveinljer  23.  2010, 
letter  to  tin;  Secnjtarv  providing 
comments  on  the  NORM,  asked  the 
D(!partment  to  confirm  that  outsourced 
research  review,  a])proval,  and 
continuing  oversight  functions  (such  as 
tlirough  using  an  external  or 
independent  Institutional  Review 
hoard)  similarly  do  not  give  rise  to  a 
business  associate  relationship. 

H(>si)()ns(i:  A  person  or  entity  is  a 
business  associate  only  in  cases  when? 
the  person  or  entity  is  conducting  a 
function  or  activity  regulated  l)y  the 
lllFAA  Rules  on  behalf  of  a  covered 
entity,  such  as  payment  or  health  care 
operations,  or  providing  one  of  the 
servic:es  listed  in  the  definition  of 
“business  associate,”  and  in  the 
p(!rformance  of  such  duties  the  person 
or  entity  has  access  to  ])rotected  health 
information.  Thus,  an  external 
re.s(;archer  is  not  a  business  associate  of 
a  covered  entity  by  virtiu;  of  its  re.search 
activities,  even  if  the  covered  entity  has 
hired  the  researcher  to  perform  the 
research.  See  hltj}://\\’\\’\v. hhs.gov/ocr/ 
privocv/hip(i(i/fo(]/hiisiness_ossociotcs/ 
23i).html.  Similarly,  an  external  or 
indejjendent  ln.stitutional  Review  Hoard 
is  not  a  business  associate  of  a  covered 
entity  hv  virtue  of  its  ])(;rforming 
re.search  review.  a])jn'oval,  and 
continuing  oversight  functions. 

1  low(;ver,  a  researcher  may  he  a 
business  associate  if  the  researcluir 
p(!rforms  a  function,  activity,  or  service 
for  a  covered  entity  that  does  fall  within 
the  (hifinition  of  business  associate, 
such  as  the  health  care  operations 
function  of  creating  a  de-identified  or 
limited  data  set  for  the  covereil  entity. 
See  i)aragraph  (B)(v)  of  the  definition  of 
“health  care  ojierations.”  Where  the 
re.searcher  is  also  the  intended  recijjient 
of  the  de-identified  data  or  limited  data 
set,  the  researcher  must  return  or 
destroy  the  identifiers  at  the  time  the 
business  associate  relationshij)  to  create 
the  ilata  set  terminates  and  the 
researcher  now  wishes  to  u.se  the  de- 
identified  data  or  limited  data  set 
(subject  to  a  data  u.se  agreement)  for  a 
research  j)urpose. 

(jommcnt:  A  few  commenters  asked 
for  clarification  as  to  whether  the 
business  associate  j)rovisions  applied  to 
hanking  and  financial  institutions, 
(lommenters  sought  clarification  as  to 
whether  the  exem])tion  at  §  1 1 79  of  the 
lllHAA  statute  for  financial  institutions 
was  ajjplicahle  to  subcontractors. 

Response:  This  final  rule  is  not 
intended  to  affect  the  status  of  financial 
institutions  with  respect  to  whether 
they  are  business  associates.  The  HIRAA 
Rules,  including  the  husine.ss  as.sociate 
j)rovisions,  do  not  apply  to  hanking  and 


financial  institutions  with  respect  to  the 
])ayment  processing  activities  identificul 
in  §1175)  of  the  HIHAA  statute,  for 
example,  the  activity  of  cashing  a  check 
or  conducting  a  funds  transfer.  Section 
1 1  75)  of  1  lll^AA  exempts  certain 
activities  of  financial  institutions  from 
the  HIRAA  Ruhis,  to  the  extent  that 
these  activities  con.stitute  authorizing, 
])rocessing,  clearing,  .settling,  hilling, 
transferring,  reconciling,  or  collecting 
payments  for  Inxilth  care  or  Inxdth  plan 
premiums.  However,  a  hanking  or 
financial  institution  may  he  a  business 
a.ssociate  where  the  institution  performs 
functions  above  and  beyond  the 
j)ayment  processing  activities  identified 
above  on  behalf  of  a  covered  entity, 
such  as  j)erforming  accounts  receivable 
functions  on  behalf  of  a  health  care 
|jrovid(!r. 

We  clarify  that  our  inclusion  of 
subcontractors  in  the  definition  of 
husine.ss  as.sociate  does  not  impact  the 
exclusion  of  financial  institutions  from 
the  definition  of  “business  associates” 
when  they  are  only  conducting  payment 
processing  activities  that  fall  under 
§  1 1 75)  of  the  HIRAA  statute. 
Accordingly,  a  husine.ss  as.sociate  need 
not  enter  into  a  business  associate 
agreement  with  a  financial  institution 
that  is  solely  conducting  payment 
activities  that  are  excluded  under 
§  1 1 75). 

(Joininent:  One  commenter  sought 
clarification  of  the  .status  of  a  risk 
management  group  or  malpractice 
insurance  com])any  that  receives 
protected  health  information  when 
contracted  with  a  covered  entity  to 
mitigate  the  covered  entity’s  risk  and 
then  contracts  with  legal  groups  to 
rej)re,sent  the  covercnl  entity  during 
malj)ractice  claims. 

Response:  A  husine.ss  a.ssociate 
agreement  is  not  required  where  a 
c;overed  entity  purchases  a  Inialth  ])lan 
product  or  other  insurance,  such  as 
medical  liability  insurance,  from  an 
insurer.  However,  a  husine.ss  a.ssociate 
relationship  could  ari.se  if  the  insurer  is 
performing  a  function  on  behalf  of,  or 
providing  services  to,  the  covered  entity 
that  does  not  directly  relate  to  the 
provision  of  insurance  benefits,  such  as 
]KM'forming  risk  management  or 
asse.ssment  activities  or  legal  services 
for  the  covered  entity,  that  involve 
acc:es.s  to  protected  health  information. 

1).  Definition  of  “Electronic  Media” 
Rroposed  Ride 

The  term  “electronic  media”  was 
originally  defined  in  the  Tran.sactions 
and  Code  Sets  Rule  i.ssued  on  August 
17,  2()()()  (H.l  FR  .'50312)  and  was 
included  in  the  definitions  at  §  102.103. 


That  definition  was  subsequently 
revi.sed  and  moved  to  §  100.103.  The 
imrpo.se  of  that  revision  was  to  clarify 
that  the  physical  movement  of 
electronic  media  from  jilace  to  place  is 
not  limited  to  magnetic  tajie,  disk,  or 
comjiact  disk,  so  as  to  allow  for  futun; 
t(!chnological  innovation.  We  further 
clarified  that  transmission  of 
information  not  in  electronic  form 
before  the  transmi.ssion  (e.g.,  paper  or 
voice)  is  not  covered  hv  this  definition. 
See  (58  FR  8335),  Feh.  20,  2003. 

In  the  NRRM,  we  pro|K)sed  to  revise 
the  definition  of  “electronic  media”  in 
the  following  ways.  First,  we  jirojio.sed 
to  revi.se  paragraph  (1)  of  the  definition 
to  replace  the  term  “electronic  storage 
media”  with  “electronic  storage 
material”  to  conform  the  definition  of 
“electronic  media”  to  its  current  u.sage, 
as  set  forth  in  the  National  Institute  for 
Standards  and  Technology  (NhST) 
“Guidelines  for  Media  Sanitization” 
[Definition  of  Medium,  NIST  SR  800-88, 
Glos.sary  B,  j).  27  (200(5)).  The  NkST 
definition,  which  was  updated 
subsequent  to  the  issuance  of  the 
Rrivacy  and  Seenritv  Rides,  was 
develojieil  in  recognition  of  the 
likelihood  that  the  evolution  of  the 
development  of  new  technology  would 
make  use  of  the  term  “electronic  storage 
media”  oh.solete  in  that  there  may  he 
“storage  material”  other  than  “media” 
that  house  electronic  data.  Second,  we 
pro])osed  to  add  to  paragraph  (2)  of  the 
definition  of  “electronic  media”  a 
reference  to  intranets,  to  clarify  that 
intranets  come  within  the  definition. 
Third,  we  proposed  to  change  the  word 
“because”  to  “if  in  the  final  .sentence 
of  ])aragraph  (2)  of  the  definition  of 
“electronic  media.”  The  definition 
assumed  that  no  transmi.ssions  made  by 
voice  via  telejihone  existed  in  electronic 
form  before  transmission;  the  evolution 
of  technology  has  made  this  assumption 
obsolete  since  some  voice  technology  is 
digitally  produced  from  an  information 
system  and  transmitted  liy  jihone. 

Overview  of  Ruhlic  Gomments 

The  Dejjartment  received  comments 
in  siqijiort  of  the  revised  definition  and 
the  fh;xihilitv  created  to  account  for 
later  technological  developments. 
Gertain  other  commenters  raised 
concerns  that  changes  to  the  definition 
could  have  unintended  impacts  when 
a|)plied  to  the  administrative 
transaction  and  code  .set  recinirements. 
One  commenter  specifically  supported 
the  change  in  language  from  “hecau.se” 
to  “if,”  noting  the  distinction  was 
important  to  provide  jirotection  for 
digital  audio  recordings  containing 
protected  health  information.  One 
commenter  .suggested  including  the 
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word  “immediately”  in  the  final 
■sentenee  of  paragraph  (2)  to  indieate 
that  fax  transmi.ssions  are  excluded  from 
the  definition  of  electronic  media  if  tlie 
iidbrmation  being  exchanged  did  not 
exist  in  electronic  form  imnwdialely 
Ixifore  th«!  transmission.  Several 
commenters  sought  clarification  as  to 
whether  data  that  is  retained  in  office 
machines,  such  as  facsimiles  and 
photocopiers,  is  subject  to  the  Privacy 
and  Security  Rules. 

Final  Rule 

The  final  rule  adopts  the  definition  as 
propo.sed  with  two  additional 
modifications.  First,  in  jiaragraph  (2)  we 
remove  the  jiarentheticai  language 
referring  to  “wide  o])en“  with  respect  to 
the  Internet  and  “using  Internet 
technology  to  link  a  business  with 
information  accessible  only  to 
collaborating  parties”  with  respect  to 
extranets  and  intranets.  The 
parenthetical  language  initially  helped 
clarify  what  was  intended  by  key  words 
within  the  definition.  As  thij.se  key 
words  have  become  more  general Iv 
understood  and  guidance  has  become 
available  through  the  NIST  regarding 
specific  key  terms,  such  as  intranet, 
extranet,  and  intiMiiet,  (see.  for  example. 
NI.ST  IR  72t)8  Revision  1.  (Ilos.sary  of 
Key  Information  Security  Terms. 
Fehruarv  2011.  available  at  htlj):// 
(:si'(:.nisl.i’(n’/})uhlic(ttions/nistir/ir72^)li- 
nn’1  /nistir-72{)fi-n;visi()n  J  .pdf),  we 
iM'lieve  the  parenthetical  language  is  no 
longer  helpful.  Second,  we  do  accept 
the  recommendation  that  we  alter  the 
language  in  paragraph  (2j  to  include  the 
word  “immediately,”  to  (ixclude 
transmissions  when  the  information 
exchanged  did  not  exist  in  electronic 
form  immediately  before  transmi.ssion. 
This  modification  clarifies  that  a 
facsimile  machine  accejiting  a  hardcojiy 
document  for  transmission  is  not  a 
covered  transmission  even  though  the 
document  may  have  originated  from 
jirinting  from  an  electronic  file. 

We  do  not  hidieve  these  changes  will 
have  unfore.seen  imjiacts  on  the 
application  of  the  term  in  the 
transactions  and  code  sets  niquiremiints 
at  Part  102. 

In  response  to  commenters’  concerns 
that  jihotocopiers,  facsimiles,  and  other 
office  machines  may  retain  electronic 
data,  potentially  storing  protected 
health  information  when  used  by 
covered  entities  or  husine.ss  as.sociates, 
we  clarify  that  protected  health 
information  stored,  whether 
intentionally  or  not,  in  |)hotocoj)ier, 
facsimile,  and  other  devices  is  subject  to 
the  Privacy  and  .Security  Rules. 
Although  such  devices  are  not  generally 
relied  upon  for  .storage  and  acce.ss  to 


stonul  information,  covered  entities  and 
husine.ss  associates  should  he  aware  of 
the  capabilities  of  the.se  devices  to  store 
protected  health  information  and  mu.st 
(insure  any  protiicted  health  information 
stored  on  such  devices  is  ajipropriatelv 
prot(icted  and  .securiid  from 
inajiprojiriate  access,  such  as  hv 
monitoring  or  restricting  jihysical  access 
to  a  j)hotocoj)ier  or  a  fax  machine  that 
is  us(!d  for  cojiying  or  .scinding  protected 
luialth  information.  Further,  before 
removal  of  the  device  from  the  covenid 
entity  or  husimiss  a.ssociate,  such  as  at 
the  end  of  the  lea.se  t(irm  for  a 
jihotocopier  machine,  proper  safiiguards 
should  h(!  followed  to  remove  the 
electronic  protcicted  luialth  information 
from  the  media. 

c.  Dcifinition  of  “Protected  Ihialth 
Information” 

Pro])osed  Rule 

For  consi.stency  with  the  |)ropo.s(id 
modifications  to  the  pcn  iod  of  protection 
for  (hiccident  information  at  §  184.. '502(1') 
(discussed  hcdow),  the  D(!j)artm(M]t 
proposed  to  modifv  the  definition  of 
"protected  h(;alth  information”  at 
lOO.lO.'l  to  |)rovide  that  the  Privacy 
and  .Security  RuliJs  do  not  ])rot(!ct  the 
individually  idcmtifiahh;  health 
information  of  ])(!rson.s  who  have;  h(!en 
deceased  for  mon;  than  .50  v(!ars. 

Overview  of  Public  (Comment 

The  public  comments  njceivcul  on  this 
propo.sal  are  discus.sed  and  res|)onded 
to  below  in  the  .s(;ction  d(!.scrihing  the 
modifications  to  §  104.502(f). 

Final  Rule; 

For  tlu!  nja.sons  .stat(!d  in  the  section 
regarding  §  104.502(1'),  the  final  rule 
adojjts  the  pro|)o.s(!d  modification  to  the 
definition  of  “prot(;cted  h(!alth 
information.” 

d.  Definition  of  “.State;” 

Proj)os(;d  Rule 

The  IHTECII  Act  at  s(;ction  l.'MOO 
includes  a  d(;finition  of  “.State;”  to  me;an 
“(;ach  of  the  .se;ve;ral  State;.s.  the;  District 
of  (lolumhia.  Puerto  Rico,  the;  Virgin 
Islands,  (iuam,  American  .Samoa,  and 
the  North(;rn  Mariana  Islands.”  This 
d(;finiti()n  varie.'s  from  paragraj)h  (2)  of 
the;  IIIPAA  d(;finiti()n  of  “.State;”  at 
§100.108,  which  doe;s  not  include; 
r(;fer(;nc(;  to  Am(;rican  .Samoa  and  the; 
North(;rn  Marieina  Islands.  Thus,  for 
c()nsiste;ncv  with  the;  definition  ap])li(;(l 
to  the  IIIPAA  Rule;s  by  the  IHTFCII  Act, 
we;  ])ropose;(l  to  add  r(;f(;re;nc(;  to 
Am(;rican  .Samoa  and  the; 
(]ommonw(;alth  of  the  Northern  Mariana 
Islands  in  paragraph  (2)  of  the;  definition 
of  “State”  at  §  100.108. 


Final  Rule 

The;  De;partme;nt  did  not  r(;ce;iv(; 
sid)stantive;  public  comme;;!!  on  this 
proj)osal  and  the;  final  rule;  a(loi)ts  the; 
])ropo.se;(l  modificiitions  to  the;  definition 
of  “State.” 

e.  Other  (Changes  to  the;  De;finiti()ns  in 
.Se;ction  100.108 

In  addition  to  the;  chang(;s  discus.sed 
above,  the;  final  rule;  makes  the 
following  changes  as  )3rop().s(;el  in  the; 
NPRM  to  various  definitions  in 
§  100.108: 

(1)  Relocates  the  definitions  of 
“administrative  simplification 
provision.”  “AL),”  “civil  money 
])e;nalty.”  “re;s])ondent,”  and  “violation 
or  violate”  from  §  100.802  to  §  100.108 
for  (;a.se  of  reference; 

(2)  Adds  a  reference  to  sections 
18400-18424  of  the  HITECH  Act  to  the 
definition  of  “administrative 
simi)lification  ])rovision”; 

(8)  Re;m()ves  ;i  comma  from  the; 
definition  of  “disclosure”  in.ulvertently 
inserted  into  the;  de;finition  in  a  ])rior 
ridemaking: 

(4)  Rejilaces  the;  t(;rm  “individuallv 
ide.mtifiahle;  he;alth  information”  with 
“])re)te;(;te;d  health  information”  in  the; 
de;finition  of  “standard"  to  better  reflect 
the  scojie  of  the;  Privacy  and  .Securitv 
Rule;s; 

(5)  Adds  a  re;f(;rence  to  “business 
iissociate;”  following  the;  re;fe;re;nce;  to 
“cov(;re;d  entity”  in  the  definitions  of 
“re;sp()n(le;nt”  and  “compliance;  date,” 
in  re.'cognition  of  the  potential  liability 
im|)o.sed  on  business  a.ssociates  for 
violations  of  ce;rtain  provisions  of  the 
Privacy  and  .S(;curity  Rules  by  .se;ctions 
18401  and  18404  of  the  Act;  and 

(0)  Revi.ses  the  definition  of 
“workforce  member”  in  §  100.108  to 
make;  cle;ar  that  the;  term  includes  the 
e;mploy(;(;s,  volunteers,  trainees,  and 
oth(;r  j)e;r.sons  whose  conduc;t,  in  the; 
p(;rformance  of  work  for  a  husine.ss 
associate;,  is  under  the;  (lire;ct  control  of 
the  husine;.s.s  a.ssociate;,  h(;cau.se;  some 
provisions  of  the;  Act  and  the;  Privacy 
and  .Se;curity  Ruleis  place  obligations  on 
the;  hu.sine;.ss  associate  with  r(;s])(;ct  to 
workforce;  me;mh(;r.s. 

4.  .Sul)|)art  B — Pr(;e;mj)tie)n  of  .State  Law 
a.  .Seiction  100.201 — .Statutory  Basis 
Pro])()se;d  Rule; 

We;  pro])o.s(;d  to  modifv  §  1(50. 201 
r(;garding  the;  statutory  basis  for  the; 
|)r(;(;mj)tion  of  .State;  law  provisions  to 
add  a  refe;r(;nce  to  s(;cti()n  204(c)  of 
IIIPAA,  which  contains  the;  statutory 
basis  for  the  (;xce])tion  to  pree;m])tion  at 
§  100.208(h)  for  .State;  laws  that  are;  more; 
stringent  than  the  IIIPAA  Privacy  Rule. 
We;  also  propo.se;d  to  add  a  reifere.'nce  to 
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.section  13421(a)  of  the  tllTl'lCll  Act, 
which  applies  HIl^AA’s  i)reeinption 
rules  to  the  Hl'l’l'lCH  Act’s  jjiivacy  and 
security  provisions.  Finally,  we 
])ropose(l  to  re-tith;  the  provision  to  read 
“Statutory  basis’’  insteail  of 
“A])plical)ility.’’ 

Overview  of  Fnhlic  ('.onnnents 

Sev(!ral  coininenters  ex])ressetl 
concerns  ahout  the  lack  of  uniforin 
Federal  and  State  ])rivacy  laws  and  the 
resultant  confusion  and  ex])en.se 
associated  with  determining  which  laws 
a])])ly  to  a  given  circumstance, 
particularly  as  more  and  more  health 
t:are  entities  operate;  across  multi])le 
.state  lines.  Oommenters  recommended 
that  the  Department  make  efforts  to 
engage  States  and  other  partners  to 
examine  divergent  Federal  and  State 
r(;(iiurements  and  to  attemjjt  to 
coordinate  various  disclosure  rules  to 
drive  Federal-State  consensus. 

Final  Rule 

The;  final  rule  ado|)t.s  the  proi)osed 
modifications.  In  response;  to  the 
comm(;nts  cioncerned  with  the  lac:k  of 
uniform  Federal  and  State  privaev  laws, 
we  note  that  the  preem])tion  provisions 
of  the  HIFAA  Rules  are  based  on  section 
117t5  of  the  Social  Seenritv  Act  and 
section  2()4(c)(2)  of  HIFAA.  I’hrongh 
the.se  statutory  j)rovisions,  C;ongr(;s.s 
made  clear  that  the  HIFAA  j)rivacy 
r(;(iuirements  are  to  su])er.sede  onlv 
contrary  provisions  of  State  law.  and  not 
even  in  all  such  ca.ses.  such  as  where 
the  j)rovi.sion  of  State  law  provides  more 
stringent  privacy  protections  than  the 
HIFAA  Frivacy  Rule.  Accordingly,  the 
HIFAA  Frivacy  Rule  ju’ovides  a  Federal 
door  of  privacy  protections,  with  States 
fr(;e  to  impose  more  stringent  privacy 
protections  should  they  deem 
ajjpropriate. 

h.  Section  1  (it). 202 — Definitions 

i.  Definition  of  “Contrary” 

Fropo.sed  Rule 

The  term  “contrarv”  is  defined  in 
^  100. 202  to  make  clear  when  the 
preem])tion  provisions  of  HIFAA  a])ply 
to  State  law.  r*’or  the  reasons  set  forth  on 
page  40873  of  the  July  2010  NFRM,  we 
propo.sed  to  amend  tlu;  definition  of 
“contrary”  by  in.serting  refer(;nces  to 
business  associates  in  ])aragraph  (1)  of 
the  definition.  VVe  also  expanded  the 
reference  to  the  HITEfd  1  statutory 
provisions  in  paragraph  (2)  of  tin; 
definition  to  encompass  all  of  the 
sections  of  subtitle  D  of  the  HITECH 
Act,  rather  than  merely  to  .section 
13402,  which  was  added  by  the  breach 
notifications  interim  final  rule.  These 


changes  would  give  effect  to  section 
13421(a). 

Final  Rule 

'I’he  Department  did  not  rec(;ive 
substantive  public  comment  on  this 
])ropo.sal.  The  final  rule  adopts  the 
propo.sed  modifications. 

ii.  Definition  of  “More  Stringent” 
Froposed  Rule 

The  term  “more  stringent”  is  part  of 
the  statutory  ])r(;(;mption  language 
under  HIFAA.  HIFAA  preem])ts  State 
law  that  is  contrary  to  a  HIFAA  ])rivacy 
standard  imh;.ss,  among  other 
exc(;])tions,  the  State  law  is  more 
stringent  than  the  contrary  HIFAA 
privat;y  standard.  VVe  propo.sed  to 
amend  the  definition  to  add  a  reference 
to  business  associates. 

Final  Rule 

The  Department  did  not  receive 
substantive  public  comment  on  this 
pro])osal.  The  final  rule  adojjts  the 
propo.sed  modification. 

Ii.  SiihiHirts  C  and  D  of  Part  160: 
Anwndnwnts  to  tho  Enforcainant  liula 

Section  13410  of  the  HITECH  Act 
made  several  amendments  to  the  Social 
S(;curity  Act  to  strengthen  the  HIFAA 
Enforcement  Rule,  which  applies  to  the 
Secretary’s  enforcement  of  all  of  tin; 
HIFAA  Administrative  Simplification 
Rules,  as  well  as  the  Breach  Notification 
Rule. 

On  Octoh(;r  30,  2000,  the  Department 
issued  an  interim  final  ride  (IFR) 
revising  the  Enforcement  Rule  to 
incorporate  the  provisions  of  .section 
13410(d)  of  the  HITECH  Act  that  took 
effect  immediately  to  apply  to  violations 
of  the  HIFAA  Rules  occurring  after  the 
enactment  date  of  Fehruary  18,  2009. 

See  74  FR  50123.  In  general,  section 
13410(d)  of  the  HITECH  Act  revi.sed 
section  1170(a)  of  the  Social  Security 
Act  to  estahli.sh  four  categories  of 
violations  that  reflect  increasing  levels 
of  culpability  and  four  corresponding 
tiers  of  penaltv  amounts  that 
significantlv  increased  the  minimum 
penalty  amount  for  (;ach  violation,  with 
a  maximnm  penalty  amount  of  .SI. 5 
million  annually  for  all  violations  of  an 
identical  jnovision.  .Section  1341()(d) 
also  amended  .section  1178(1))  of  the 
.Social  .Security  Act  by  removing  the 
previous  affirmative  defense  to  the 
imposition  of  ])(;nalties  if  the  covered 
entity  did  not  know  and  with  the 
exercise;  of  rea.sonahle  diligence  would 
not  have  known  of  the  violation  (these 
violations  are  now  ])imishahle  under  the 
lowest  tier  of  penalties),  and  by 
j)roviding  a  j)rohihition  on  the 
im])osition  of  penalties  for  any  violation 


that  is  timely  corrected,  as  long  as  the 
violation  was  not  due  to  willful  neglect. 
The  IFR  updated  the  HIFAA 
Enforcement  Rule  to  reflect  these 
.statutory  amendments.  The  IFR  did  not 
make  amendments  with  respect  to  tho.se 
enforcement  provisions  of  section  13410 
of  the  lUTECdl  Act  that  were  not 
(;ffective  immediately  upon  enactment. 

In  its  July  2010  NFRM.  the 
Department  proi)osed  a  numher  of 
additional  modifications  to  the 
Enforcement  Rule  to  refl(;ct  other 
provisions  of  .section  13410  of  the 
HITECH  Act,  .some  of  which  became 
effective  on  Fehruary  18,  2010,  or  were 
to  become  effective  at  a  later  date:  (1) 
Requiring  that  the  .Secretary  formally 
inve.stigate  comj)laints  indicating 
violations  due  to  willful  neglect,  and 
impose  civil  money  jienalties  upon 
finding  violations  due  to  willful  neglect; 
(2)  making  business  associates  of 
covered  (;ntitie.s  directly  liable  for  civil 
money  penalties  for  violations  of  certain 
provisions  of  the  HIFAA  Rules;  (3) 
reijuiring  the  .Secretary  to  determine 
civil  money  |)enalty  amounts  ha.sed 
upon  the  nature  and  extent  of  the  harm 
r(;.snlting  from  a  violation;  and  (4) 
providing  that  the  .Secretary’s  authority 
to  impo.se  a  civil  money  i)enalty  will  he 
barred  oidy  to  the  extent  a  criminal 
penalty  has  been  impo.sed  with  respect 
to  an  act  under  .Section  1177,  rather 
than  in  cases  in  which  the  act 
constitutes  an  offense  that  is  criminally 
j)uni.shahle  under  .Section  1177. 

The  following  discussion  describes 
the  (;nforcement  provisions  of  the  IFR 
and  the  NFRM,  res])onds  to  public 
comment  received  by  the  Dej)artment  on 
both  rules,  and  describes  the  final 
modifications  to  tlu;  Enforcement  Rule 
ado))ted  by  this  final  rule.  In  addition  to 
the  modifications  discu.ssed  below,  this 
final  rule  also  adopts  the  NFRM 
proposal  to  add  the  term  “business 
associate”  to  the  following  provisions  of 
the  Enforcement  Rule:  180.300; 
180.304;  180.308(a)  and  (c);  180.308; 
180.310;  180.312;  180.318;  180.401; 
180.402;  180.404(h);  180.408;  180.408(c) 
and  (d);  and  180.410(a)  and  (c).  This  is 
done  to  implement  sections  13401  and 
13404  of  the  Act.  which  impose  direct 
civil  monev  j)enaltv  liahilitv  on 
business  associates  for  their  violations 
of  certain  provisions  of  the  HIFAA 
Rules. 
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1.  Suhpart  C  of  Part  Kit) — Q)inj)lian(:e 
and  Investigations 

a.  Sections  1  (>0.304.  1(>0.30(),  1(>0.30«. 
and  1()0.312 — Non(:om])lian(:e  Due  to 
Willful  Neglect 

Proposed  Rule 

•Section  13410(a}  of  the  HlTEf]!!  Act 
adds  a  new  sub.section  (cj  to  .section 
1 17()  of  the  .Social  .Security  Act.  which 
recpnres  the  Dej)arlment  to  fornially 
investigate  a  complaint  if  a  pndiniinarv 
investigation  of  the  facts  of  the 
complaint  indicates  a  possible  violation 
due  to  willful  neglect  (section 
117(>{c}(2}J  and  to  impose  a  civil  money 
j)enalty  for  a  violation  due  to  willful 
neglect  (section  117(>(c}(l}}.  The 
Department  proposed  a  numher  of 
modifications  to  .Suhpart  ('  of  the 
Enfon;ement  Rule  to  implement  these 
jjrovisions. 

First.  §  l(>().3()(>(c}  of  the  Enforcement 
Rule  currently  provides  the  .Secretary 
with  discretion  to  investigate  HIPAA 
complaints  through  the  use  of  the  word 
“may.”  As  a  practical  matter,  however, 
the  Departimmt  currently  conducts  a 
preliminarv  review  of  every  complaint 
received  and  proceeds  with  the 
investigation  in  everv  eligible  case 
where  its  preliminarv  review  of  the  facts 
indicates  a  |)ossihle  violation  of  the 
lllPAA  Rules.  Nonetheless,  to 
implement  s(!ction  117(>(c}(2l.  the 
D(!partm(!nt  proposed  to  add  a  new 
|)aragra|)h  (1}  to  l(>().3()(>(c}  (and  to 
make  conforming  changes  to  the 
nmiainder  of  §  !(>(). 30(>(c}J  to  make  chiar 
that  th(!  .Secretary  will  investigate  any 
complaint  filed  under  this  section  when 
a  ])reliminary  review  of  the  facts 
indicates  a  po.ssihle  violation  due  to 
willful  neglect.  Under  jiroposed 
§  1()().3()(>(c)(2l,  the  Secretary  would 
have  continued  discretion  with  resjiect 
to  investigating  any  other  complaints. 

•Second,  the  Dejiartment  jiropo.sed  to 
modify  S  1()().3()8  hv  adding  a  new 
paragrajih  (a}  to  provide  that  the 
.Secretary  will  conduct  a  compliance 
review  to  determine  whether  a  coveriid 
entity  or  business  associate  is 
complying  with  the  a|)])iicahle 
administrative  .simplification  jirovision 
when  a  preliminarv  review  of  the  facts 
indicates  a  possible  violation  due  to 
willful  neglect.  Like  §  l(){).3()(>(c}  with 
respect  to  complaints,  the  current 
S  l(>0.3()8(c}  provides  the  .Secretary  with 
di.scretion  to  conduct  comjiliance 
reviews.  While  section  1341()(a)  of  the 
MITEfiH  Act  siiecifically  mentions 
conijilaints  and  not  com|)liance  reviews 
with  respect  to  willful  neglect,  the 
Dej)artment  proj)o.sed  to  tn;at 
compliance  nsviews  in  the  same  manner 
lM!cause  it  believed  doing  .so  would 


strengthiMi  enforcement  with  respect  to 
potential  violations  of  willful  neglect 
and  would  ensunUhat  investigations, 
whether  or  not  initiateil  by  a  complaint, 
would  he  handled  in  a  consi.stcmt 
manner.  Under  propo.sed  ^  1(>(). 308(1)), 
the  .Secretary  would  continue  to  have 
discretion  to  conduct  compliance 
reviews  in  circumstances  not  indicating 
willful  neglect. 

rhird,  given  the  mTE(31  Act’s 
recjuirement  that  the  .Secretary  imjxj.se  a 
penalty  for  any  violation  due  to  willful 
neglect,  the  Dej)artment  pro])o.sed 
changes  to  §  1(>0.312.  which  currently 
re(piires  the  .Secretary  to  attem|)t  to 
resolve  investigations  or  compliance 
reviews  indic;ating  noncompliance  by 
informal  means,  'fhe  NPRM  proposed  to 
provide  instead  in  l(>().312(a)  that  the 
•Secretary  "may”  rather  than  "will” 
attempt  to  resolve  investigations  or 
compliance  reviews  indicating 
noncompliance  by  informal  means.  This 
change  would  permit  the  Department  to 
proc:eed  with  a  willful  neglect  violation 
determination  as  ap])ropriate,  while  al.so 
permitting  the  Department  to  seek 
resolution  of  complaints  and 
compliance  reviews  that  did  not 
indicate  willful  neglect  violations  by 
informal  means  (e.g.,  where  the  covered 
entity  or  business  as.sociate  did  not 
know  and  by  exercising  reasonable 
diligence  would  not  have  known  of  a 
violation,  or  where  the  violation  is  due 
to  rea.sonahle  cause). 

Finally,  the  Department  j)ro])oseil  a 
coiddrming  change  to  §  l(>().3()4(a). 
which  current Iv  requires  the  .Secretarv 
to  .seek,  to  the  extent  practicable,  the 
coo])eration  of  covered  entities  in 
obtaining  compliance  with  the  lllFAA 
Rules.  The  NPRM  pro])osed  to  clarify 
that  the  .Secretarv  would  continue  to  do 
so  “consistent  with  the  ])rovisions  of 
this  suhpart”  in  recognition  of  the  new 
HITECH  Act  recpiirement  to  impo.se  a 
civil  money  penalty  for  a  violation  due 
to  willful  neglect.  While  the  .Secretary 
often  will  .still  seek  to  correct 
indications  of  noncompliance  through 
voluntary  corrective  action,  there  may 
he  circum.stances  (such  as 
circum.stances  indicating  willful 
neglect),  where  the  .Secretary  may 
proceed  directly  to  formal  enforcejnent. 

Ovcii’view  of  Public  Comments 

One  commenter  suj)ported 
maintaining  the  current  language  at 
1(>().3(K>  and  1()()..3()8  of  the 
Enforcement  Rule,  providing  the 
•Secretary  with  discretion  to  conduct 
complaint  investigations  and 
com])liance  reviews,  regardle.ss  of 
indications  of  willful  neglect.  One 
commenter  sugge.sted  that  OCR  look  to 
whether  facts  indicate  a  "prohahle,” 


rather  than  “po.ssihle."  violation  due  to 
willful  neglect  to  limit  the  likelihood  of 
unnecessary  formal  investigations  or 
compliance  reviews.  While  one 
commenter  sui)ported  the  pro|)osal  to 
re(]uire  a  compliance  review  in 
circumstances  indicating  a  possible 
violation  due  to  willful  neglect,  others 
argued  that  recpiiring  compliance 
reviews  in  such  circum.stances  is  not 
re(]uired  by  the  statute,  will  detract  from 
resources  to  inve.stigate  complaints,  and 
will  he  du])licative  if  a  formal  complaint 
inve.stigation  is  al.so  underway. 

•Several  commenters  expres.sed 
concern  over  the  proposal  at 

l(>().312(a)  to  give  the  .Secretary 
discretion,  rather  than  to  require  the 
.Secretary,  to  attemj)t  to  resolve 
inve.stigations  or  compliance  reviews 
indicating  noncompliance  by  informal 
means,  even  in  cases  of  noncom])liance 
that  did  not  involve  willful  neglect  (e.g., 
cases  involving  rea.sonahle  cause  or  lack 
of  knowledge  of  a  violation). 
Commenters  indicated  supj)ort  for  the 
De])artment'.s  seeking  compliance 
through  vohmtarv  corrective  action  as 
oj)j)o.sed  to  formal  enforcement 
proceedings  and  argued  that  the 
Department  should  retain  the 
recjnirement  for  the  .Secretary  to  attempt 
informal  resolution  in  all  circumstances 
except  those  involving  willful  neglect. 
One  commenter  recommended  that  the 
.Secretary  he  able  to  asse.ss  j)enalties 
regardless  of  whether  corrective  action 
was  obtained. 

Final  Rule 

The  final  rule  ado])t.s  the 
modifications  to  1  (>0.304,  1(>0.3()(>. 
1(>().3()8.  and  1(>().312,  as  projjosed  in 
the  NPRM.  The  Department  believes 
the.se  changes  to  the  enforcement 
provisions  to  he  ai)i)ropriate  given  the 
HITECH  Act’s  requirements  at  section 
1341()(a)  with  respect  to  circum.stances 
indicating  or  involving  noncompliance 
due  to  willful  neglect.  We  do  not 
provide  in  the  Rule  that  the  .Secretary 
will  inve.stigate  when  a  preliminarv 
review  of  the  facts  indicates  a 
“j)rohal)le”  rather  than  “])o.ssihle” 
violation  due  to  willful  neglect  as  the 
statute  re(juire.s  an  inve.stigation  even  in 
ca.ses  indicating  a  “possible”  violation 
dne  to  willfnl  neglect.  In  resjxnise  to 
commenters  concerned  about  reciuiring 
the  .Secretary  to  conduct  compliance 
reviews  in  circum.stances  in  which  facts 
indicate  a  ])o.s.sihle  violation  dne  to 
willful  neglect,  we  continue  to  believe 
that,  while  not  ex])re.s.sly  recpiired  by  tlu 
.statute,  doing  so  a])])roj)riately 
strengthens  enforcement  with  res])ect  to 
violations  dne  to  willful  neglect  and 
ensures  consistency  in  the  handling  of 
comj)laint.s  and  comj)liance  reviews  in 


Federal  Register/ Vol.  78,  No.  17/ Friday,  January  25,  2013 /Rules  and  Regulations 


5579 


wliieh  violations  due  to  willful  neglect 
are  indicated.  We  eni])ha.size  that  the 
Department  retains  discretion  to  decide 
whether  to  conduct  a  compliance 
review  (or  complaint  investigation) 
where  a  pndiminary  review  of  the  facts 
indicates  a  degree  of  culpahilitv  hiss 
than  willful  neglect.  Further,  with 
respect  to  commenter  concerns  about 
dujilication  between  com])laint 
investigations  and  ct)m])liance  niviews. 
we  clarify  that  tlie  Dejiartment  generally 
conducts  comjiliance  reviews  to 
investigate  allegations  of  violations  of 
the  lllPAA  Rules  brought  to  the 
Departimiiit's  attention  through  a 
mechanism  other  than  a  complaint.  For 
examjihi.  the  Department  may  use  a 
compliance  review  to  investigate 
allegations  of  violations  of  the  Rules 
brought  to  our  attention  through  a 
media  rejjort,  or  from  a  State  or  another 
Federal  agency.  If  the  D(!partment 
initiates  an  investigation  of  a  complaint 
because  its  preliminary  revicnv  of  the 
facts  indicates  a  possible  violation  due 
to  willful  neglect,  the  D(!partment  is  not 
also  required  to  initiate  a  compliance 
review  under  §  l(i()..3()8  because  doing 
so  would  initiate  a  du])licative 
investigation. 

With  respect  to  180.312,  where  the 
Rule  ineviously  mandated  that  the 
Secretary  attempt  to  resolve  indicated 
violations  of  the  HIFAA  Rules  by 
informal  means,  the  final  rule  now 
])rovides  the  Secretary  with  the 
di.scretion  to  do  so.  to  reflect  Section 
13410  of  the  HITEC’H  Act  with  regard  to 
violations  due  to  willful  neglect. 

Nothing  in  Section  13410  of  the 
lirrFCll  Act  limits  the  Secretary’s 
ability  to  resolve  such  cases  by  informal 
means.  However,  through  its 
introduction  of  higher  penalties  and  its 
mandate  for  formal  investigations  with 
nigard  to  ])ossihle  violations  due  to 
willful  neglect.  Section  13410 
strengthens  enforcement  and 
accordingly  we  have  revised  §  100.312 
so  that  the  Secretarv  mav  move  directlv 
to  a  civil  monev  penalty  without 
exhau.sting  informal  resolution  efforts  at 
her  discretion,  particularly  in  cases 
involving  willful  neglect  violations. 

Respon.se  to  Other  Public  (Comments 

(Joniiuant:  A  number  of  commenters 
r(!(iuest(!d  further  clarification  on  the 
.scope  and  de])th  of  what  c:onslitutes  a 
“preliminary  review  of  the  facts”  for 
jjurposes  of  determining  whether  facts 
indicate  a  possible  violation  due  to 
willful  neglect  and  thus,  warrant  a 
formal  complaint  investigation  or 
comj)liance  review.  Certain  commenters 
suggested  that  a  preliminary  review  of 
the  facts  should  go  beyond  merely  a 


revi(nv  of  the  alhigations  asserted  in  a 
complaint. 

[{fisponsu:  As  noted  above,  currently 
the  Department  conducts  a  preliminarv 
review  of  (ivery  complaint  received  and 
])roceeds  with  the  investigation  in  everv 
eligible  ca.se  where  its  preliminarv 
review  of  the  facts  indicates  a  ])ossil)le 
violation  of  tin;  IllPAA  Rules.  The 
De|)artment  antici])ates  that  some 
com|)laints,  on  their  face,  or  reports  or 
referrals  that  form  the  basis  of  a 
j)otential  compliance  review,  will 
contain  sidficient  information  to 
indicate  a  po.ssihle  violation  due  to 
willful  neglect,  and  some  may  not.  In 
any  event,  the  Department  may  on  a 
ca.se-hy-case  basis  expand  the 
preliminarv  review  and  conduct 
additional  impuries  for  i)ur]ioses  of 
identifying  a  jKJssihle  violation  due  to 
willful  neglect.  Notwithstanding  the 
sco])e  of  a  preliminarv  review.  ()C.R  will 
determine  if  an  indicated  violation  was 
due  to  willful  neglect  based  on  the 
evidence  from  its  inve.stigation  of  the 
allegations,  even  if  a  violation  due  to 
willful  neglect  was  not  indicated  at  the 
preliminary  review  stage. 

1).  Section  100.310 — Protected  Health 
Information  Obtained  by  the  Secretarv 

Proposed  Rule 

Section  100.310  retiuires  that  covered 
entities  make  information  available  to 
and  cooperate  with  the  Secretary  during 
complaint  investigations  and 
compliance  reviews.  Section 
100.310(c)(3)  provides  that  any 
jjrotected  health  information  obtained 
by  the  Secretary  in  connection  with  an 
investigation  or  compliance  review  will 
not  he  disclosed  by  the  Secretary,  except 
as  nece.ssarv  for  determining  and 
enforcing  compliance  with  the  HIPAA 
Rules  or  as  olherwi.se  recpiired  by  law. 

In  the  proposed  rule,  we  proposed  to 
modifv  this  jjaragraph  to  also  allow  the 
Secretary  to  discdose  protected  health 
information  if  permitted  under  the 
Privacy  Act  at  5  U.S.C.  552a(l))(7). 
Section  5  U.S.C.  5.52a(l))(7)  permits  the 
disclosure  of  a  record  on  an  individual 
contained  within  a  government  system 
of  records  protected  under  the  Privacy 
Act  to  another  agency  or  instrumentalitv 
of  any  governmental  jurisdiction  within 
or  under  the  control  of  the  United  States 
for  a  civil  or  criminal  law  enforcement 
activity  if  the  activity  is  authorized  by 
law  and  if  the  agency  has  made  a 
written  nupiest  to  the  agency  that 
maintains  the  record.  The  propo.sed 
change  would  permit  the  Secretary  to 
coordinate  with  other  law  enforcement 
agencies,  such  as  the  State  Attorneys 
General  pursuing  civil  actions  to  enforce 
the  HIPAA  Rules  on  behalf  of  State 


residents  pursuant  to  section  1341()(e)  of 
the  Act,  or  the  FTC  j)ur.siung  remedies 
under  other  consumer  protection 
authorities. 

Overview  of  Public  (iomments 

One  commenter  ref|uested 
clarification  and  transparency  on  how 
or  if  Federal  regulators  such  as  (XiR  and 
the  FTC  will  collaborate,  when  such 
information  sharing  will  he  initiated  or 
occur  as  a  routine  process,  or  whether 
Federal  and  State  agencies  will  work 
together  to  enforce  suspected  violations. 

Final  Rule 

To  facilitate  cooperation  between  the 
De|)artment  anil  other  law  enforcement 
agencies,  the  final  rule  adoj)t.s  the 
modifications  to  §  100.31 0(c)(3)  as 
jHopo.sed  in  the  NPRM.  In  respon.se  to 
the  comment  regarding  transjiarency  in 
how  the  Dejjartment  is  or  will  coojjerate 
with  other  agencies  in  enforcement,  wt! 
note  that  the  Dej)artment’s  weh  site  at 
http:/ /www.hbs.f^ov/ocr/ till  forcenwnt/ 
contains  information  about  how  the 
Department  coordinates  with  the 
Department  of  Ju.stice  to  refer  cases 
involving  possible  criminal  HIPAA 
violations  and  how  the  D(;j)artment  has 
worked  with  the  FTCi  to  coordinate 
enforcement  actions  for  violations  that 
imj)licate  both  HIPAA  and  the  FTCi  Act. 
Further,  the  Department  will  he  working 
ch)sely  with  State  Attornevs  (General  to 
coordinate  enforcement  in  appropriate 
cases,  as  provided  under  section 
1341()(e)  of  the  IHTFCH  Act.  The 
Department  will  continue  to  update  its 
weh  site  as  neces.sarv  and  apj)ropriate  to 
maintain  transparencv  with  the  public 
and  the  regulated  community  about 
these  coordinated  activities  and  its  other 
enforcement  actions  and  activities. 

2.  Suhpart  D — Imposition  of  (iivil 
Money  Penalties 

a.  Section  100.401 — Definitions 

Section  100.401  defines  "reasonable 
cause,”  “reasonable  diligence,”  and 
“willful  neglect.”  Given  that  section 
13410(d)  of  the  HITFCH  Act  uses  these 
terms  to  de.scrihe  the  increasing  levels  of 
culpability  for  which  increasing 
minimum  levels  of  penalties  may  he 
imposed,  the  Dej)artment  moved  these 
definitions  in  the  IFR  from  their  prior 
placement  at  §  100.410,  which  pertains 
onlv  to  affirmative  defenses,  to 
§  100.401,  .so  that  thev  would  <i])|)ly  to 
the  entiretv  of  Sul)])art  D  of  Part  100  and 
the  provisions  regarding  the  imposition 
of  civil  monev  penalties.  The  IFR  did 
not  modify  the  definitions  them.selves  as 
the  HITFCH  Act  did  not  amend  the 
definitions. 

Even  though  the  HITFCH  Act  did  not 
amend  the  definitions  of  these  terms. 
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the  D(5parlment  in  its  NORM  proposed 
certain  modifications  to  the  definition  of 
“reasonal)le  cause”  to  clarify  the  mens 
ma  (state  of  mind)  required  for  this 
category  of  violations,  and  to  avoid  tin; 
situation  where  certain  violations  would 
not  fall  within  one  of  the  e.stahlished 
penalty  tiers.  This  modification  is 
di.scnssed  below.  The  Dej)arlment  did 
not  j)ro|)ose  modifications  to  the 
(hdinitions  of  "reasonable  diligence” 
and  “willful  neglect.” 

In  the  NFRM.  the  Department  also 
included  e\am])le.s  and  guidance  as  to 
how  the  Department  ])lanned  to  apjdy 
the  definitions  of  "rea.sonable  cause.” 
“reasonable  diligence.”  and  “willful 
neglect”  to  distinguish  among  the  tiers 
of  culpability.  75  FR  40877^0879.  As 
commenters  generally  found  this 
guidance  helpful,  the  Department 
intends  to  publish  the  guidance  on  its 
web  site. 

Modifications  to  the  Definition  of 
“Reasonable  Cau.se” 

Fropo.sed  Rule 

Reasonable  cause  is  currently  defimui 
at  100.401  to  mean:  “circum.stances 
that  would  make  it  unreasonable  for  tbe 
covered  entity.  desj)ite  the  exerci.se  of 
ordinarv  business  care  and  ])rndence.  to 
comply  with  the  administrative 
simplification  jerovision  violated.”  This 
definition  is  consistent  with  the 
.Su])reme  Court's  ruling  in  United  Statics 
V.  Boyla.  409  II.S.  241.  245  (1985). 
which  focused  on  whetluir 
circumstances  were  beyond  the 
regidated  person's  control,  thereby 
making  com])liance  unnuisonable.  See 
70  FR  20224.  20238.  Prior  to  the 
lUTFCn  Act.  section  1170  of  the  Social 
Securitv  .^ct  provided  an  affirmative 
defense  to  the  im])osition  of  a  civil 
money  penalty  if  the  covenul  entity 
established  that  its  violation  was  due  to 
reasonable  cau.se  and  not  willful  neglect 
and  was  corrected  within  a  30-day 
period  (or  such  additional  peiiod 
determined  by  the  Set:retary  to  hi; 
aj)proj)riate). 

As  described  above,  .section  13410(d) 
of  the  lin  ECD  Act  revised  section  1170 
of  the  Social  Security  Act  to  establi.sh 
four  tiers  of  increasing  penalty  amounts 
to  correspond  to  the  levels  of  culpability 
associated  with  the  violation.  The  first 
category  of  violation  (and  lowest 
pimalty  tier)  covers  situations  where  the 
covered  entity  or  busiiui.ss  as.sociate  did 
not  know,  and  by  exercising  reasonable 
diligence  would  not  have  known,  of  a 
violation.  The  .second  categorv  of 
violation  (and  next  highest  jKaialty  tier) 
ap])lies  to  violations  due  to  niasonable 
cause  and  not  to  willful  neglect.  The 
third  and  fourth  categories  apply  to 


circumstances  where  the  violation  was 
due  to  willful  neglect  that  is  corrected 
within  a  certain  time  period  (second 
higluist  penaltv  tier)  and  willful  neglect 
that  is  not  corrected  (highest  penalty 
tier).  The  mens  rea.  or  slate;  of  mind. 
a.ssociat(;d  with  the  tiers  is  cl(;ar  with 
respect  to  the  first,  third,  and  fourth 
cat(;gories.  in  that  there  is  no  mens  rea 
with  respect  to  the  Fewest  category  of 
violation,  while  the  existence;  e)f  mens 
re;a  is  presinne;et  with  re;.s])e;e:t  to  the;  thirel 
and  feeiirth  e:ate;ge)rie;s  e)f  vieelatieen. 

He)we;ve;r,  the  e:nrre;nt  elefinitieen  eef 
“re;a.se)nat)le;  eiau.se”  ele)e;.s  neet  iidelress 
mens  re;a  with  re;.spe;e;t  to  the;  .se;e:e)nel 
e;ate;ge)rv  eef  violatieens.  Therefeere,  the; 
De;partment  pre)pose;el  to  .uuenel  the 
elefinition  of  “re;ase)nable;  e;an.se;''  at 
180.401  to  clarify  the;  mens  rea 
a.ssoc:iated  with  the  luaseenable  e:au.se 
e:ate;ge)ry  of  violations  and  tee  clarify  the; 
full  se:ope;  of  vieelations  that  will  come; 
within  the  e;ate;gory.  Sj)ee:iiie:ally,  the 
De;partme;nt  preejeoseel  te;  me)dify  the; 
elefinitie)!!  eef  “re;a.se)nable  caii.se”  to 
mean  “an  ae:t  eer  eemission  in  whie:h  a 
ce)ve;re;el  entity  eer  busine;.ss  asseeenate 
knew,  e)r  by  e;xe;re:ising  reaseenable 
elilige;nce  weeulel  have;  known,  thiit  the 
ae;t  eu'  e)mi.ssion  vie)lateel  an 
aelministrative;  .sim])lifie;ation  ])re)visie)n, 
but  in  which  the  e:e)ve;re;el  entity  e)r 
t)u.siness  as.se)e;iate;  eliel  ne)t  ;ict  with 
willful  ne;gle;e:t.''  Thus,  the  pre)pe)se;el 
elefinitie)!!  we)ulel  ne)w  ine:luele;  vieelalieens 
eiue  t)e)th  te)  cire:um.slance;s  that  we)ulel 
make  it  unri;ase)ni!bte;  for  the  e:e)ve;re;el 
entity  or  busine;.ss  as.se)e:iate;.  ele;.spite  the 
e;xe;re;ise;  e)f  e)relinarv  business  e:are;  and 
prudence,  te)  e;e)mply  with  the; 
aelministrative  .simplifie:atie)n  pre)visie)n 
vie)late;el.  as  well  as  te;  othe;r 
e:ire;umstance;.s  in  which  a  e:e)ve;re;el  entity 
or  bu.sine;s.s  a.s.se)e:iate  has  kne)wle;elge  e)f 
a  violatie)!!  but  lacks  the  con.se:iou,s 
intent  e)r  r(;e:kles.s  ineliiie;rene;e 
assoe:iated  with  the  willful  negle;e;t 
cate;gorv  e)f  violatie)ns. 

()vervie;w  of  Public  (ie)mme;nts 

(Fanmenters  cieldre;.ssing  the;  definition 
of  “re;a.sonable  e:au.se;''  expies.seel  general 
su])pe)rt  fe)r  the;  |)re)])e)S(;el  clarifie;atie)ns 
to  the;  se:e)pe;  e)f  this  e:ate;ge)ry  e)f 
vie)latie)n.s. 

Final  Rule; 

The;  final  rule;  aelo])t,s  the;  |)re)po.seel 
me)eliiic;!tie)ns  to  the;  ete;finitie)n. 

1).  Se;ction  180.402 — basis  tor  a  (avil 
Me)ne;y  Penalty 

Pre)])e).seel  Rule 

Se;c:tion  180.402(a)  .slale;.s  generally 
that  the  Se;e:re;tary  will  impee.se;  a  e:ivil 
me)ne;y  ])enally  upon  ii  cove;rod  entity  if 
the  Se;cretary  ele;te;rmine;.s  that  the; 
e:e)vered  entity  violateel  an 


aelministrative  sim|)lifie:ation  pre)visie)n. 
Se;e:tie)n  184.402,  in  paragra])hs  (b)  anel 
(e;),  ])re)viele;.s  the;  basis  fe)r  a  e;ivil  meeney 
penalty  against  a  e:e)ve;re;el  entity  where; 
me)re;  than  e)ne;  e:e)ve;re;el  entity  is 
re;spe)nsible;  for  a  vie)latie)n,  where;  ;m 
affi  fiat  eel  e:e)vere;d  entity  is  re;s|)onsible; 
lor  a  vie)latie)n,  anel  whe;re;  an  agent  e)f  ii 
e:e)ve;re;el  entity  is  respeensible  fe)r  a 
vie)latie)n. 

The;  pre)])e)se;ei  rule;  pre)])oseel  te) 
re;me)ve;  the  except  ie)n  ;it  §  180.402(e:)  fe)r 
e;e)ve;re;el  e;ntity  liability  fe)r  the  ae:t.s  e)f  its 
agent  in  e;a.ses  where  the;  agent  is  a 
t)ii.sine;.ss  as.se)e:iate;,  the  re;le;vant  e:ontriie:t 
re;quire;ment.s  have;  t)e;e;n  met.  the; 
e:e)ve;re;et  entity  eliel  ne)t  kne)w  e)f  a  ])iitte;rn 
e)r  ])ractice;  of  the  bu.sine;.ss  asse)e:iate  in 
vie)latie)n  e)f  the  e:ontrae:t,  anel  the 
e:e)vereel  entity  eliel  not  fail  to  act  as 
re;ciuire;d  by  the  Priveicy  e)r  .See:urity  Rule 
with  re;spe;e;t  to  .sue:h  violations.  The; 
l)ro])o.se;d  rule;  also  ])re)pe)se;el  to  adel  a 
parallel  j)re)visie)n  in  a  ne;w  j)aragrai)h 
(2)  at  S  lt)P-402(e:)  that  we)ulei  pre)viele; 
for  e:ivil  me)ne;y  penalty  liability  against 
a  business  as.se)e:iate;  fe)r  the;  ;ie:ts  of  its 
agent.  The  existing  language  e)f 
^  180.402(e:)  re;gcireling  the  liability  of 
e:e)ve;re;el  entities  for  the  iie:ts  of  their 
agents  weeulel  be;  re;-eie;.signate;el  as 
l)aragraph  (1). 

The;.se  pre)pe).se;el  e:hange;.s  weeulel  make 
e:e)vereel  e;ntitie;s  anel  bu.sine;.s.s  asse)e;iale;.s 
liable;  uneler  180.402(e:)  lor  the;  ae:t.s  e)f 
their  busiue.ss  as.soe;iate!  agents,  in 
ae:e:e)rdaue:e;  with  the;  Feeleral  e:onune)n 
law  e)f  agency.  re;giirelle;.ss  e)f  whether  the; 
e;ove;reet  entity  has  a  com])liant  business 
a.sse)e:iate  agre;e;ment  in  plae;e.  Se;e:tie)n 
180.402(c)  closely  tracks  the;  language;  in 
se;e:lion  n28A(l)  of  the  Soe;ial  Se;curily 
Ae;t,  which  is  made  ap])lie;able  to  HIPAA 
by  se;ctie)n  1178(a)(2)  e)f.such  Ae:t,  which 
states  that  “a  prine:ii)al  is  liable  for 
j)enaltie.s  *  *  *  uneler  this  .see:lie)n  for 
the;  ae:tie)ns  of  the  princi])al',s  agents 
acting  within  the  .scoj)e;  e)f  the  agency. ” 
due;  reaseen  for  re;moving  the  exception 
to  the  general  provision  at  ^  180.402(e:), 
as  we  (;xplaineel  in  the;  NPRM,  is  to 
ensure;,  where;  a  e;e)vere;el  entity  or 
t)usine;ss  as.se)ciate  has  de;le;gate;d  out  an 
e)bligation  under  the;  HIPAA  Rules,  that 
a  e:e)vere;el  entity  e)r  business  as.se)c:iate; 
we)uld  re;main  liable;  fe)r  ])e;naltie;s  fe)r  the; 
failure  e)f  its  bu.sine;.ss  as.sociate;  age;nl  te) 
peribrm  the;  obligation  on  the;  e:overe;el 
entity  e)r  bu.sine;.ss  as.se)e:iate'.s  be;half. 

()ve;rvie;w  of  Publie:  Ce)nuue;nts 

Se;v(;ral  ceemmenters  re;que.ste;el  that 
the;  De;partme;ut  clarify  anel  pre)viele; 
additie)nal  guielane:e;  re;gareling  he)w  the; 
Federal  common  law  of  agene:y  a))])lie;s 
te)  busiue.ss  as.sociate;  relationships. 
These;  ceeinmenters  expresseel  an  overall 
e:e)ncorn  that  applying  the  Feeleral 
e:onune)n  law  e)f  agency  to  business 
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associate  relationsliips  would  add 
iinne(:(!ssary  confusion  to  and  ])lace  an 
undiK!  burden  on  l)usiness  as.sociate 
relationshi|)s.  Several  conunenters 
argued  that  the  propo.sed  change  would 
recpdre  covered  (iiitities  and  business 
associates  to  deterndne  whether  tlunr 
business  associates  or  business  associate 
subcontractors  an;  agents,  resnlting  in 
costly  and  burdensome  challenges  when 
drafting  husine.ss  associate  contracts  and 
monitoring  ongoing  relationships.  One 
commenter  argued  that  the  Federal 
common  law  of  agency  should  not  he 
applied  to  covered  entity  and  business 
associate  relationshi])s  because  it  does 
not  generally  control  when  the  parties 
have  entered  into  a  contractual 
agreement  that  sj)ecifies  their  respei:tive 
rights  and  ohligauons.  Instead,  the 
commenter  argued,  the  contractual 
])rovisions  control,  and  are  interpreted 
and  enforced  in  accordance  with  State 
law  specified  by  the  contract. 

Final  Ruh; 

This  final  rule  ado])ts  the  ])ro])osed 
modifications  to  §  lh().4()2(c).  We  do  not 
believe  that  this  change  will  place  an 
undue  burden  on  covenul  entities  and 
business  associates.  As  we  explained  in 
the  Nl^RM,  a  covered  entity’s  liability 
for  acts  of  its  agents  is  cu.stomarv  under 
common  law.  See  7.5  FR  40880.  Further, 
section  1128A(1]  of  the  Social  Security 
Act.  applicable  to  HIRAA  covered 
entities  and  now  business  a.ssociates  by 
.section  T17(i(a)(2)  of  the  Act.  states  that 
a  principal  is  liable  for  c:ivil  money 
ptmalties  for  the  actions  of  the 
princij)ars  agent  acting  within  the  .scoj)e 
of  agency.  Before  the  changes  to 
§  100. 402(c)  were  finalized  in  this  rule, 
if  a  covered  entity  failed  to  comjjly  with 
the  business  a.ssociate  provisions  in  the 
HIFAA  Rules,  a  covered  entity 
])otentially  would  have  been  liable  for 
the  actions  of  its  business  associate 
agent.  Thus,  we  believe  that  the  notion 
that  a  principal  is  liable  for  the  acts  of 
its  agent  should  not  he  an  unfamiliar 
concept  to  covered  entities  and  business 
associates.  How(;ver,  we  appreciate  and 
understand  the  conunenters’  concerns 
and  take  this  opportunitv  to  provide 
additional  guidance. 

While  .section  n28A(ll  is  silent  as  to 
how  to  define  “])rinci])al,”  “agent,”  and 
“.sc:ope  of  agency,”  §  1()().4()2(c) 
referenc(;s  the  h’ederal  common  law  of 
agency.  As  we  explained  in  the 
Kid'orcement  Rule  ])reamhle,  71  FR 
8390,  8403-04,  adopting  the  Federal 
common  law  to  determine  the 
definitions  and  ap])lication  ofthe.se 
terms  achieves  nationwide  uniformity 
in  the  implementation  of  the  HIFAA 
Rules.  We  believe  that  relying  on  the 
Federal  common  law  is  particularlv 


imj)ortant  because  of  HlPAA’s  express 
objective  of  furthering  the  efficiency  and 
effectiveness  of  the  health  care  system 
as  a  whole.  Further,  adopting  the 
F(;deral  common  law  here  is  consi.stent 
with  the  precept  that  Federal  statutes 
are  meant  to  have  uniform  nationwide 
application.  Therefore,  we  disagree  with 
the  comment  that  argiuid  that  Federal 
common  law  should  not  he  a|)plied  with 
respect  to  relation.shi]).s  luitween 
covered  entities  and  business  associates. 

An  analysis  of  whether  a  husine.ss 
as.sociate  is  an  agent  will  he  fact 
specific,  taking  into  account  the  terms  of 
a  husine.ss  as.sociate  agreement  as  well 
as  the  totality  of  the  circumstances 
involved  in  the  ongoing  relationship 
between  the  parties.  The  essential  factor 
in  determining  whether  an  agency 
relationship  exists  between  a  covered 
entity  and  its  business  as.sociate  (or 
husine.ss  as.sociate  and  its  subcontractor) 
is  the  right  or  authority  of  a  covered 
entity  to  control  the  business  associate’s 
conduct  in  the  course  of  j)erforming  a 
service  on  behalf  of  the  covered  entity. 
The  right  or  authority  to  control  the 
husine.ss  as.sociate’s  conduct  akso  is  the 
essential  factor  in  determining  whether 
an  ag(!ncy  relationship  exi.sts  between  a 
business  assoidate  and  its  business 
a.ssociate  subcontractor.  Accordingly, 
this  guidance  ap|)lies  in  the  .same 
manner  to  both  covered  (mtities  (with 
regard  to  their  business  a.ssociates)  and 
business  associates  (with  regard  to  their 
subcontractors). 

The  authority  of  a  covered  entity  to 
give  interim  instructions  or  directions  is 
the  tyj)e  of  control  that  tli.stinguishes 
covmed  entities  in  agency  relationshijjs 
from  tho.se  in  non-agency  relationships. 

A  business  associate  generallv  would 
not  be  an  agent  if  it  enters  into  a 
business  as.sociate  agreement  with  a 
covered  entity  that  sets  terms  and 
conditions  that  create  contractual 
obligations  between  the  two  parties. 
Sj)ecifically,  if  the  only  avenue  of 
control  is  for  a  covercul  entity  to  amend 
the  terms  of  the  agreement  or  sue  for 
breach  of  contract,  this  generally 
indicates  that  a  business  as.sociate  is  not 
acting  as  an  agent.  In  contrast,  a 
business  a.ssociate  generally  would  be 
an  agent  if  it  enters  into  a  business 
as.sociate  agreement  with  a  covered 
entity  that  granted  the  covered  entity 
the  authority  to  direct  the  ])erformance 
of  the  service  provided  by  its  business 
a.ssociate  after  the  relationshij)  was 
e.stablished.  For  example,  if  the  terms  of 
a  business  associate  agreement  between 
a  covered  entitv  and  its  business 
a.ssociate  stated  that  “a  business 
a.ssociate  mu.st  make  available  ])rotec:ted 
health  information  in  accordance  with 

184.524  based  on  the  instructions  to  be 


provided  by  or  under  the  direction  of  a 
covered  entity,”  then  this  would  c:reate 
an  agency  relationship  between  the 
covenui  entity  and  business  a.ssociate 
for  this  activity  because  tbe  covered 
entity  has  a  right  to  give  interim 
instructions  and  direction  during  the 
cour.se  of  the  relationship.  An  agencv 
relationshij)  also  coidd  exist  between  a 
covered  entity  and  its  business  a.ssociate 
if  a  covered  entity  contracts  out  or 
delegates  a  ])articular  obligation  under 
the  lllPAA  Rules  to  its  business 
as.sociate.  As  di.scus.sed  above,  whether 
or  not  an  agency  relationshij)  exists  in 
this  circumstance  again  would  dej)end 
on  the  right  or  authority  to  control  the 
business  as.sociate’s  conduct  in  the 
j)erformance  of  the  delegated  service 
l)ased  on  the  right  of  a  covered  entity  to 
give  interim  instructions. 

While  the.se  j)rincij)le.s  are  well 
e.stablished  under  the  Federal  common 
law  of  agency,  we  again  note  that  any 
analysis  regarding  scoj)e  of  agency 
dej)end.s  on  the  facts  of  each 
circumstance.  .Several  factors  are 
imj)ortant  to  consider  in  any  analysis  to 
determine  the  scoj)e  of  agency:  (1)  The 
time,  j)lace,  and  j)urj)ose  of  a  business 
a.ssociate  agent’s  conduct:  (2)  whether  a 
business  as.sociate  agent  engaged  in  a 
course  of  conduct  subject  to  a  covered 
entity’s  control;  (3)  whether  a  business 
a.ssociate  agent’s  conduct  is  commonly 
done  by  a  busine.ss  associate  to 
accomj)li.sh  the  service  j)eri()rmed  on 
behalf  of  a  covered  entity:  and  (4) 
whether  or  not  the  covered  entity 
rea.sonably  exj)ected  that  a  business 
a.ssociate  agent  would  engage  in  the 
conduct  in  (jue.stion. 

The  terms,  statements,  or  labels  given 
to  j)artie.s  (e.g..  indej)endent  contractor) 
do  not  control  whetlier  an  agency 
relationshij)  exists.  Rather,  the  manner 
and  method  in  which  a  covered  entity 
actually  controls  the  service  j)rovided 
decides  the  analysis.  As  mentioned 
above,  an  analysis  of  whether  a  business 
a.ssociate  is  an  agent  will  be  fact  .sj)ecific 
and  consider  the  totalitv  of  the 
circumstances  involved  in  the  ongoing 
relationshij)  between  the  j)artie.s.  We 
note  here  several  circumstances  that  are 
imj)ortant.  The  tyj)e  of  service  and  skill 
level  recjuired  to  j)erform  the  service  are 
relevant  factors  in  determining  whether 
a  business  a.ssociate  is  an  agent.  For 
examj)le,  a  business  a.ssociate  that  is 
hired  to  j)erform  de-identification  of 
j)rotectetl  health  information  fora  small 
j)rovider  would  likely  not  be  an  agent 
becau.se  the  small  j)rovider  likely  would 
not  have  the  exj)erti.se  to  j)rovide 
interim  instructions  regarding  this 
activity  to  the  business  a.ssociate.  Also, 
an  agency  relation.ship  would  not  likely 
exist  when  a  covered  entity  is  legally  or 
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otherwi.so  j)rovont(!(l  from  pcaforming 
the  service  or  activity  jjerlornied  by  its 
l)iisiness  associate.  For  example,  the 
accreditation  functions  |)erformed  l)y  a 
business  associate  cannot  he  performed 
by  a  covered  entity  .seeking 
accreditation  because  a  covenul  (mtity 
cannot  perform  an  accreditation  survey 
or  award  accreditation.  We  also  note 
that  a  business  associate  can  be;  an  agent 
of  a  covered  entity:  (1)  Despite  the  fact 
llial  a  covered  entity  does  not  retain  the 
right  or  authority  to  control  every  aspcict 
of  its  business  a.ssociate’s  ai;tivities;  (2) 
(;ven  if  a  covered  entity  does  not 
exercise  the  right  of  control  but 
evidence  exists  that  it  bolds  the 
authority  to  exen:ise  that  right;  and  (3) 
ev(;n  if  a  coveretl  entity  and  its  business 
associate  are  separated  by  jjbysical 
distance  (e.g..  if  a  covered  entity  and 
business  associate  are  located  in 
different  countries). 

Response  to  Other  Public  C'omments 

(lommmi:  One  commenter  asked 
whether  the  Department  intends  to 
eliminate  the  exceptions  afforded  by  the 
Federal  common  law  of  agency.  This 
commenter  akso  argued  that  if  a  business 
associate;  were  an  ag(;nt  of  a  cover(;d 
eaitity.  and  a  HIPAA  compliant  business 
associate  agreement  was  in  place,  any 
deviation  from  the  terms  in  the 
agreement  would  be  by  definition 
outside  the  scope  e)f  agency. 

li(;s})ons(^:  As  we  discussed  above. 

l(>().4()2(c)  provides  that  covered 
entities  and  business  associates  are 
liable  for  the  acts  of  their  business 
as.sot:iate  ag(;nts.  in  accordance  with  the 
Federal  common  law  of  agency.  Section 
l()().4()2(c)  is  derived  from  section 
1128A(1)  of  the  .Social  Security  Act 
which  states  that  “a  ))rinci])al  is  liable 
for  |)enalties  *  *  *  under  this  section 
for  the  actions  of  the  j)rincipal's  agents 
acting  within  the  scope  of  the  agency.” 
Accordingly.  §  l(i().4()2(c)  incorijorates 
the  Federal  common  law  of  agency, 
which  includes  the  understanding  that 
for  a  principal  to  be  liable  for  the 
actions  of  an  agent,  the  agent  must  be 
acting  within  the  scope  of  agency.  Thus, 
the  excejjtions  to  the  F(;deral  common 
law  of  agency  (as  the  commenter 
identified  them)  are  incor|)orated  in  the 
final  rule  at  ^  l()().4()2(c). 

We  do  not  agree  with  the  commenter 
that  any  deviation  from  the  terms  in  a 
business  associate  contract  would  be  by 
definition  outside  the  scoj)e  of  agency. 

A  l)usiness  a.ssociate  agent’s  conduct 
g(;nerally  is  within  the  .scope  of  agenev 
when  its  conduct  occurs  during  the 
])erformance  of  the  assigned  work  or 
incident  to  such  work,  regardless  of 
whether  the  work  was  done  carelessly, 
a  mistake  was  made  in  the  jjerformance. 


or  the  business  associate  disregarded  a 
covered  entity’s  specific  instruction.  For 
(;xample,  a  business  associate  agent 
would  likely  be  acting  within  the  scope 
of  agency  if  it  imp(;rmissibly  disclosed 
more  than  the  minimum  nec(;.ssarv 
information  to  a  health  ])lan  for 
j)urposes  of  payment,  even  if  the 
disclosure  is  contrary  to  clear 
instructions  of  the  cover(;d  entity.  In 
contrast,  a  business  associate  agent’s 
conduct  generally  is  outsidi;  the  sco])e 
of  agency  when  its  conduct  is  solely  for 
its  own  benefit  (or  that  of  a  third  jiarty), 
or  pursues  a  cour.se  of  conduct  not 
intended  to  serve  any  purpo.se  of  the 
covered  entity. 

(A)niniHnl:  Om;  commenter  stated  that 
the  propo.sed  change  would  impose 
strict  liability  on  covered  entities  for  the 
actions  of  third  j)arties  not  under  their 
control.  Another  commenter  stated  that 
an  agent  would  always  fall  within  the 
scope  of  a  workforce  meml)(;r,  which  by 
definition  is  not  a  business  a.ssociate. 

/?e.s7;o;?.s'e;  W(;  disagree  with  both 
comments  and  believe  that  the 
comm(;nt.s  may  reflect  a 
misunder.standing  of  tin;  propo.sed 
change.  First,  as  ex])lained  above, 

l()().4()2(c)  closely  tracks  the  language 
in  section  1128A(r)  of  the  Social 
Security  Act,  which  is  made  applicable 
to  HIPAA  bv  .section  117(i(a)(2)  of  such 
Act.  It  does  not  make  a  covered  entity 
or  business  associate  liable  for  the  acts 
of  third  ])arties  that  are  not  under  its 
control  becaus(;  .such  third  parties  are 
not  its  agents.  With  regard  to  the  .second 
comment,  an  agcait  coidd  always  fall 
within  the  definition  of  a  workforce 
member  because  of  the  direct  control 
requirement  in  that  definition,  but  the 
definition  of  business  associate  excludes 
a  workforce  member.  This  definitional 
exclusion  allows  the  covered  entity  to 
determine  whether,  for  exam])le,  to 
provide  training  to  the  agent  under  the 
Privacy  Rule.  A  covered  (;ntity  would  be 
retiuired  to  ])rovide  training  to  a 
workforce  member  but  not  to  a  business 
a.ssociate  agent.  However,  the  covered 
entity  is  r(;(iuired  to  enter  into  a 
busine.ss  associate;  agreement  with  a 
busine.ss  as.sociate  agent  that  it  does  not 
tr(;at  as  a  workforce  memb(;r.  'I'be 
l)ropo.sed  change  to  l(i().4()2(c)  simply 
makes  the  covered  entity  or  business 
a.ssociate  liable  for  the  acts  of  its  agents 
acting  within  the  .scope  of  agency, 
wbetb(;r  the  agents  are  workforce 
members  or  busine.ss  as.sociates.  See  the 
definitions  of  “busine.ss  associate”  and 
“workforce  member”  at  §  Kit). 103. 


c.  Section  100.404 — Amount  of  a  Hivil 
Monetary  Penalty 

Interim  Final  Rub; 

'I’be  IFR  amended  ^  100.404  to  revise 
the  range  of  potential  civil  money 
penalty  amounts  a  cov(;red  entity  (or 
Inisiness  associate;)  will  be  subject  to  for 
violations  occurring  on  or  after  Februarv 
18.  2000.  as  a  result  of  section  13410(d)' 
of  the  HITECH  Act. 

Prior  to  the  HITECH  Act,  .section 
1170(a)  of  the  Social  Security  Act 
authorized  the  Secretary  to  im])ose  a 
civil  money  jienalty  of  not  more  than 
Slot)  (breach  violation,  with  the  total 
amount  imjio.sed  on  a  covered  entity  for 
all  violations  of  an  identical 
r(;(juirement  or  prohibition  during  a 
calendar  year  not  to  exceed  .$25,000.  As 
described  above,  section  13410(d)  of  the 
firPECH  Act  modified  .section  1170(a)  to 
(;stablisb  tiers  of  increasing  i)enalty 
amounts  for  violations  based  on 
increasing  levels  of  culpability 
associatetl  with  each  tier. 

Accordingly,  the  IFR  adojited  at 
S  100.404(b)  the  new  p(;nalty  scbeim; 
provided  for  at  section  13410(d)  of  the 
HITE(3d  Act  for  violations  occurring  on 
or  after  Imbruary  18,  2009.  The  IFR 
retained  the  pre-HITECH  maximum 
])enalty  amounts  of  not  more  than  $100 
p{;r  violation  and  $25.t)00  for  identic;al 
violations  during  a  calendar  year,  for 
violations  occurring  before  Februarv  18, 
2009. 

In  ado])ting  the  HPrECH  Act’s  ])enalty 
scheme,  the  D(;partment  recognized  that 
.section  13410((1)  contained  apjjarently 
inconsistent  language  (i.e.,  its  reference 
to  two  penalty  tiers  “for  each  violation,” 
each  of  which  provided  a  jjenalty 
amount  “for  all  such  violations”  of  an 
identical  requirement  or  prohibition  in 
a  calendar  year).  To  resolve  this 
inconsistency,  with  the  exception  of 
violations  due  to  willful  neglect  that  are 
not  timely  corrected,  the  IFR  adojjted  a 
range  of  penalty  amounts  between  the 
minimum  given  in  one  tier  and  the 
maximum  given  in  the  second  tier  for 
eac:b  violation  and  adojjted  the  amount 
of  $1.5  million  as  the  limit  for  all 
violations  of  an  identical  provision  of 
the  HIPAA  rules  in  a  calendar  year.  For 
violations  due  to  willftd  neglect  that  are 
not  timely  corrected,  the  IFR  ado'pted 
the  penalty  amount  of  $5(),()(K)  as  the 
minimum  for  each  violation  and  $1.5 
million  for  all  such  violations  of  an 
identical  reejuirement  or  ])robibition  in 
a  calendar  year. 

S])ecifically,  the  IFR  revised  l(i().4()4 
to  ])rovide,  for  violations  occ:urring  on 
or  after  February  18.  2009,  the  new 
HlTECdl  penalty  .scheme,  as  follows;  (1) 
For  violations  in  which  it  is  e.stabli.sbed 
that  the  covered  entity  did  not  know 
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and,  by  exercising  reasonable  diligence, 
wonld  not  have  known  that  the  covered 
entity  violat(;d  a  jirovision,  an  amount 
not  less  than  $100  or  more  than  $50, 000 
for  each  violation:  (2)  for  a  violation  in 
which  it  is  established  that  the  violation 
was  due  to  reasonable  cause  and  not  to 
willfnl  neglect,  an  amount  not  less  than 


$1000  or  more  than  $50,000  for  each 
violation;  (3)  for  a  violation  in  which  it 
is  established  that  the  violation  was  due 
to  willfnl  neglect  and  was  timely 
corrected,  an  amount  not  less  than 
$10,000  or  more  than  $50,000  for  each 
violation;  and  (4)  for  a  violation  in 
which  it  is  established  that  the  violation 


was  due  to  willful  neglect  and  was  not 
timely  corrected,  an  amount  not  less 
than  $50,000  for  each  violation:  exce])t 
that  a  penalty  for  violations  of  the  same 
requirement  or  ])rohihition  under  anv  of 
these  categories  may  not  exceed 
$1,500,000  in  a  calendar  year.  vSee  Table 
2  below. 


Table  2— Categories  of  Violations  and  Respective  Penalty  Amounts  Available 


Violation  category— Section  1176(a)(1) 

Each  violation 

All  such  violations  of 
an  identical  provision 
in  a  calendar  year 

(A)  Did  Not  Know . 

$  100-550,000 

$1 ,500,000 

(B)  Reasonable  Cause  . 

1 ,000-50,000 

1 ,500,000 

{C)(i)  Willful  Neglect-Corrected . 

10,000-50,000 

1 ,500,000 

(C)(ii)  Willful  Neglect-Not  Corrected  . 

50,000 

1 ,500,000 

In  applying  these  amounts,  the 
Department  will  not  imjjo.se  the 
maxiinuin  penalty  amount  in  all  cases 
hut  rather  will  determine  the  penalty 
amounts  as  recjuired  by  the  .statute  at 
.section  117B(a)(l)  and  the  regidations  at 
§  100.408  (i.e.,  based  on  the  nature  and 
extent  of  the  violation,  the  nature  and 
extent  of  the  resulting  harm,  and  the 
other  factors  set  forth  at  §  100.408). 

Further,  for  counting  violations,  the 
D(;partnient  continues  to  utilize  the 
methodology  iliscussed  in  prior 
preambles  of  the  Enforcement  Rule.  See 
70  FR  20224,  20233-55  (April  18,  2005) 
and  71  FR  8390,  8404-07  (Fehruary  10, 
2000).  For  violations  that  began  prior  to 
February  18,  2009,  and  continue  after 
that  date,  the  Department  will  treat 
violations  occurring  before  Fehruary  18, 
2009,  as  subject  to  the  penalties  in  effect 
prior  to  Fehruary  18.  2009,  and 
violations  occurring  on  or  after  F'ehruary 
18,  2009,  as  subject  to  the  penalties  in 
effect  on  or  after  Fehruary  18,  2009. 

Overview  of  Public  Connnents 

Most  comments  on  the  civil  money 
pcmalty  amounts  expres.sed  concern 
with  the  new  jienalty  structure  set  forth 
in  the  IFR.  A  few  ofthe.se  commenters 
exjiressed  a  generalized  concern  about 
the  j)otential  impact  the  available 
penalty  amounts  might  have  on  covered 
entities,  j)articularly  smaller  entities. 
One  coinmenter  argued  that  the 
Secretary  shoidd  not  fine  entities  for 
violations  of  which  a  covered  entity  harl 
no  knowledge  or  those  due  to 
rea.sonahle  cause,  and  that  civil  money 
penalties  should  only  he  imposed  as  a 
last  resort.  A  few  commenters  exjjressed 
concern  with  the  Secridary’s  wide  range 
of  discretion  in  determining  a  civil 
money  i)enalty  amount  and  suggested 
that  the  regulations  or  guidance  should 
further  define  how  the  Secretary  woidd 
determine  such  an  amount. 


Some  commenters  specifically 
expressed  concern  about  the  maximum 
penalty  amounts  set  forth  for  each 
violation  (i.e.,  $50, 000)  and  for  all 
violations  of  an  identical  provision  in  a 
calendar  year  ($1,500,000).  Commenters 
argued  that  the  IFR’s  |)enaltv  scheme  is 
inconsistent  with  the  HITECH  Act’s 
e.stahlishment  of  different  ti(;rs  based  on 
culpability  hecau.se  the  outside  limits 
were  the  .same  for  all  cul])ahilitv 
categories  and  this  ignored  the  outside 
limits  set  forth  by  the  HITECH  Act 
within  the  lower  penally  tiers,  rendering 
those  limits  meaningless.  A  few 
comment(;rs  expre.ssed  particular 
concern  with  what  ihev  believed  to  he 
the  unfair  ability  of  the  Secretary  to 
impo.se  the  maximnm  ])enalty  amounts 
to  violations  falling  within  the  two 
lowest  categories  of  culj)ahility  (i.e.,  did 
not  know  violations  and  violations  due 
to  rea.sonahle  cause  and  not  willfnl 
neglect). 

Final  Rule 

This  final  ride  retains  the  revised 
penalty  structure  in  §  100.404(h)  as 
implemented  by  the  IFR.  VVe  continue  to 
believe  the  jienalty  amounts  are 
a]ijiro])riate  and  reflect  the  most  logical 
reading  of  the  HITECH  Act,  which 
provides  the  Secretary  with  iliscrelion 
to  impose  penalties  for  each  category  of 
cidpahility  nj)  to  the  maximum  amount 
de.scrihed  in  the  highe.st  penalty  tier. 

With  respect  to  those  connnents 
expressing  concern  about  the  discretion 
available  to  the  Secretary  under  the 
adopted  scheme  we  emphasize  again 
that  the  Department  will  not  inqio.se  the 
maximnm  penalty  amount  in  all  cases 
hut  will  rather  determine  the  amount  of 
a  penalty  on  a  case-hy-case  basis, 
depending  on  the  nature  and  extent  of 
the  violation  and  the  nature  and  extent 
of  the  resulting  harm,  as  required  by  the 
HITECH  Act,  as  well  as  the  other  factors 


set  forth  at  §  100.408.  In  resjjonse  to 
those  commenters  particularly 
concerned  about  the  impact  of  jienalties 
on  smaller  entities,  we  note  that  the 
other  factors  include  both  the  financial 
condition  and  size  of  the  covered  entitv 
or  business  associate.  The.se  fat:tors  are 
discussed  more  fully  below. 

In  addition,  with  re.sjiect  to  comments 
expressing  sjiecific  concern  about 
fairness  regarding  those  violations  of 
which  an  entity  did  not  know  or  by 
exercising  rea.sonahle  diligence  would 
not  have  known  or  for  which  there  was 
a  rea.sonahle  cau.se  and  not  willful 
neglect,  we  note  that  in  both  cases  an 
entity  may  e.stahlish  that  an  affirmative 
defense  applies  under  §  100.410,  where 
the  entity  corrects  the  violation  within 
30  days  from  the  date  the  entity  had 
knowledge  of  the  violation  or  with  the 
exerci.se  of  reasonable  diligence  would 
have  had  knowledge  of  the  violation,  or 
during  a  period  determined  approjiriate 
by  the  Secretary  based  upon  the  nature 
and  extent  of  the  entity’s  failure  to 
comply.  These  affirmative  defenses  are 
de.scrihed  more  fully  below. 

In  addition.  Section  13410(d)  of  the 
HITECH  Act  and  Section  1170(a)  of  the 
Social  Security  Act.  give  the  Secretary 
further  ability  to  waive  a  civil  money 
penalty,  in  whole  or  in  part,  under 
certain  circumstances.  Thus,  to  the 
extent  an  entitv  fails  to  correct  such 
violations  within  the  mandated 
timeframe,  the  Secretary  may  also 
utilize  her  waiver  authority  provided  for 
at  100.412.  to  waive  the  jienalty 
amount  in  whole  or  in  jiart,  to  the  extent 
that  payment  of  the  penalty  would  he 
exce.ssive  relative  to  the  violation. 

Further,  pursuant  to  42  U.S.CI  1320a- 
7a(lJ.  the  Secretary  always  has  the 
discretion  to  settle  any  issue  or  ca.se  or 
to  compromise  the  amount  of  a  civil 
monev  jjenaltv  a.ssessed  for  a  violation 
of  the  HIFAA  Rules. 
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Finally,  in  the  event  an  entity  believes 
that  a  civil  money  penalty  has  been 
impo.sed  nnfairlv,  the  entitv  could 
exercise  its  right  under  §  100.51)4  to 
appeal  the  imposition  of  a  civil  money 
penalty  in  a  hearing  before  an 
administrative  law  judge. 

Resjjon.se  to  Other  I’nhlic  (iomnnmts 

Qnn/Jie/?/:  We  receivcal  a  few 
comments  in  response  to  the  IFR  and 
Nl’RM  requesting  clarification  as  to  how 
the  Secretary  will  count  violations  for 
jnirj)o.ses  of  calculating  civil  money 
penalties.  One  commenter  requested 
clarification  as  to  how  tlie  numbers  of 
“occurrences”  are  determined, 
suggesting  that  penalties  could  he  very 
significant,  and  vary  significantly, 
depending  on  the  counting  methodology 
utilized,  'fhe  Department  also  received 
one  comment  asking  whether  a  violation 
is  defined  as  one  event.  This  commenter 
queried,  for  exam|)le.  whether  the  loss 
of  unsiHaired  electronic  media  would  he 
considered  as  a  single  violation,  even  if 
the  media  contained  several  hundred 
records.  The  commenter  also  asked  for 
confirmation  that  .SI  .500. ()()()  is  the 
aggnigate  limit  of  all  fines  for  all 
violations  in  a  given  calendar  year 
which  would  apjily  acro.ss  an  entire 
enterprise,  regardless  of  violations 
occurring  in  different  husine.ss  units. 

lUisponsu:  How  violations  are  counted 
for  purposes  of  calculating  a  civil 
money  penalty  vary  depending  on  the 
cinann.stances  surrounding  the 
nonconqiliance.  (ienerallv  speaking, 
where  multi})le  individuals  are  affected 
by  an  impermissible  use  or  disclosure, 
such  as  in  the  case  of  a  breach  of 
unsecured  protected  health  information, 
it  is  anticipated  that  the  number  of 
identical  violations  of  the  Privacy  Rule 
.standard  regarding  permi.ssible  u.ses  and 
disclosures  would  be  counted  by  the 
number  of  individuals  affected.  Further, 
with  respect  to  continuing  violations, 
such  as  lack  of  apjirojiriate  safeguards 
for  a  period  of  time,  it  is  anticijiated  that 
the  number  of  identical  violations  of  the 
safeguard  standard  would  hi;  counted  on 
a  per  day  basis  (i.e.,  the  number  of  days 
the  entity  did  not  have  ajipropriate 
.safeguards  in  place  to  jirotect  the 
jmitected  health  information).  Note  also 
that  in  many  breach  cases,  there  will  be 
both  an  impermi.ssible  use  or  disclosure, 
as  well  as  a  safeguards  violation,  for 
each  of  which  the  Dejiartment  may 
calculate  a  .separate  civil  monev  penalty. 
We  refer  readers  to  jirior  Fnforcement 
Rule  jireambles  for  additional 
discu.ssion  on  the  counting 
methodologv.  See  70  FR  20224.  20233- 
55  (April  18.  2005)  and  71  FR  8390, 
8404-07  (February  10,  200()). 


With  respect  to  wbetber  tbe  aggregate 
CMl’  limit  of  Si. 5  million  would  ajijily 
to  all  violations  in  a  given  calendar  vear, 
across  an  entire  enterprise,  regardless  of 
violations  occurring  in  different 
busine.ss  units  of  the  enterprise,  we  note 
that  the  Fnforcement  Rule’s  penalty 
scheme,  and  thus  the  limit  for  identical 
violations  in  a  calendar  year  applies  to 
the  legal  entity  that  is  a  covered  entity 
or  business  associate.  However,  as  we 
indicated  above,  a  covered  entity  or 
business  as.sociate  may  be  liable  for 
multiple  violations  of  multiple 
re(|uirements.  and  a  violation  of  each 
reciuirement  may  be  counted  sejiarately. 
As  such,  one  covered  entity  or  business 
a.ssocaate  may  be  subject  to  multiple 
violations  of  up  to  a  Si. 5  million  cap  for 
each  violation,  which  would  result  in  a 
total  jienalty  above  SI. 5  million. 

(1.  Section  l(i().4()8 — Factors  Considered 
in  Determining  the  Amount  of  a  Civil 
Money  Penalty 

Proposed  Rule 

.Section  180.408  imjilements  section 
1178(a)(2)  of  the  .Social  Security  Act. 
which  recpiires  the  .Secretarv,  when 
imposing  a  civil  money  jienalty,  to 
ajiply  the  jirovisions  of  .section  1128A  of 
the  .Social  .Seiairitv  Act  “in  the  same 
manner  as  such  provisions  apjily  to  the 
imposition  of  a  civil  money  |)enalty 
under  section  1128A.’’  In  determining  a 
pimalty  amount,  section  T128A  recpiires 
the  .Secretary  to  take  into  account  the 
nature  of  the  claims  and  the 
circumstances  under  which  they  were 
pre.sented;  the  degree  of  cnlpabilitv, 
history  of  prior  offen.ses  ami  financial 
condition  of  the  jierson  jiresenting  the 
claims:  and  such  other  matters  as  justice 
may  rccciuire. 

Section  180.408  adoptcul  these  factors 
and  provided  a  more  specific  list  of 
circum.stancc^s  within  ciach.  I3ecau.se  the 
Enforcemcmt  Rule  applies  to  a  number 
of  rules,  which  apjily  to  an  enormous 
number  of  entities  and  circumstances, 
the  .Secretary  has  the  discretion  to 
decide  whether  and  how  to  consider  the 
factors  (i.e.,  as  either  aggravating  or 
mitigating)  in  determining  the  amount 
of  a  civil  money  penalty. 

As  |)reviouslv  indicated,  section 
13410(d)  of  the  HITFCH  Act  modified 
section  1178(a)(1)  of  the  .Social  .Seeairity 
Act  to  require  that  the  Department  ha.se 
determinations  of  appropriate  penalty 
amounts  on  the  nature  and  extent  of  the 
violation  and  the  nature  and  extent  of 
the  harm  resulting  from  such  violation. 
However,  the  Hri'FCH  Act  did  not 
modify  section  1 1 78(a)(2), which 
continues  to  require  a])j)lication  of  the 
factors  in  section  1128A. 


'fhe  ])ro))o.sed  rule  jiroposed  to  revi.se 
the  structure  and  list  of  factors  at 
S  180.408  to  make  explicit  the  new 
HH'FC’.H  Act  recjuirement  that  the 
.Secretary  consider  the  nature  and  extent 
of  the  violation  and  the  nature  and 
extent  of  the  harm  resulting  from  the 
violation,  in  addition  to  those  factors 
enumerated  in  .section  1128A.  We 
])ropo.sed  to  exclude,  however,  the 
factor  at  §  180.408(c)  regarding  the 
degree  of  culpability  of  the  covered 
entity,  which  originated  in  section 
1128A,  because  culjiability  is  now 
reflected  in  the  uenalty  tiers. 

.Specifically,  tne  Department  projiosed 
to  revise  §  180.408(a)  to  identify  “the 
nature  and  extent  of  the  violation,”  “the 
nature  and  extent  of  the  harm  resulting 
from  the  violation,”  and  the  “history  of 
prior  compliance  with  the 
administrative  simjilification  provision, 
including  violations  by  the  covered 
entity  or  Inisiness  associate,”  the 
“financial  condition  of  the  covered 
entity  or  business  associate,”  and  “such 
other  matters  as  ju.stice  may  require,”  as 
the  five  general  factors  the  Secretary 
will  consider  in  determining  a  civil 
money  ])enalty.  Umler  each  ofthe.se 
categories,  we  propo.sed  to  reorganize 
and  list  the  sjiecific  factors  that  may  be 
considered. 

In  addition,  in  the  fir.st,  .sec:ond,  and 
third  factors,  we  propo.sed  to  add  certain 
circumstances  which  may  be  considered 
in  determining  a  piaialty  amount.  Under 
the  first  factor,  we  propo.sed  to  add  “the 
number  of  individuals  affected”  as 
relevant  to  the  extent  of  a  violation. 
Under  the  second  factor,  we  projio.sed  to 
add  “rejnitational  harm”  to  the  sjiecific 
circumstances  which  may  be 
considered,  to  make  clear  that 
reputational  harm  is  as  cognizable  a 
form  of  harm  as  physical  or  financial 
harm.  Finally,  in  the  third  factor,  the 
Dejiartment  jiroposed  to  modify  the 
phrase  “prior  violations”  to 
“indications  of  noncompliance,” 
because  use  of  the  term  “violation”  is 
generally  reserved  for  instances  where 
the  Department  has  made  a  formal 
finding  of  a  violation  through  a  notice 
of  jiroposed  determination.  However,  a 
coviired  entity’s  general  history  of 
HIl’AA  conqiliance  is  relevant  in 
determining  the  amount  of  a  civil 
money  penalty  within  the  penalty  range. 

The  Dejiarlment  did  not  j)ro|)ose  to 
modify  the  .Secretary’s  disc.retion  in  how 
to  a])])ly  the  factors — i.e.,  as  either 
mitigating  or  aggravating. 

Overview  of  f’ublic  Comments 

We  received  one  comment  nujuesting 
that  the  Department  limit  the  number  of 
mitigating  factors  it  will  consider  when 
determining  penalty  amounts  and  apjily 
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cnvil  money  i)enalties  in  every  case  of 
noncompliance,  including  where 
resolution  and  comi)liance  have  been 
achieved  by  informal  means.  I'he 
commenter  ahso  argued  that  a  covered 
entity's  or  business  associate’s  financial 
condition  or  financial  difficulties 
should  not  he  consiehinul  as  mitigating 
factors  in  determining  the  amount  of 
civil  money  penalties.  The  commenter 
recommended  that  penalties  should 
a])])ly  to  all  violators  exce])t  those  who 
des])ite  due  diligence  could  not  discover 
the  violation,  wlio  reiiorted  the  violation 
immediately,  and  who  fully  corrected 
the  problem  within  30  days  of 
discovery. 

We  r(!t;eived  two  coimmmts  in 
su])port  of  considering  reputational 
harm  in  the  computation  of  civil  money 
penalties.  One  commenter  emphasized 
that  reputational  harm  addresses  harm 
to  individuals’  dignity  intere.st  and 
recommended  the  inclusion  of  “other” 
harm  as  well.  However,  another  covered 
entity  expressed  concern  tliat  damages 
for  reputational  harm  are  difficult  to 
(|uantify  and,  therefore,  claims  might 
lead  to  protracted  litigation  and 
ex])ensive  settlements,  ultimately 
increasing  the  costs  of  health  care. 
Finally,  we  received  one  comment 
re(juesting  exam])les  of  situations 
involving  a  cognizable  claim  of 
reputational  harm. 

We  ahso  received  .several  comments 
r(!(]uesting  that  the  Department  continue 
to  consider  the  degree  of  cul))ahilitv 
when  determining  the  amount  of  a  civil 
money  ])enalty.  (3ne  commenter 
specifically  recommemled  that  the 
D(;j)artment  consider  whether 
unauthorized  access  has  occurred  when 
determining  civil  money  penalty 
amounts.  VVe  ahso  received  one 
comment  suggesting  that  the 
D(;partment  revise  jjroposed 
§  l()().4l)8(c)  to  recognize  as  a  mitigating 
factor  whether  the  current  violation  is 
inconsi.stent  with  an  entity's  prior 
historv  of  compliance. 

With  respect  to  the  evaluation  of  a 
covered  entity’s  or  business  as.socdate’s 
history  of  prior  comj)liance, 
a  numher  of  comments  expressing 
concern  that  replacing  “violations”  with 
“indications  of  noncom|)liance’’  would 
create  ambiguity,  and  would  not 
ade(|uately  inform  covered  entities  and 
business  associates  of  the  factors  that 
the  De])artment  will  consider  when 
determining  civil  money  penalty 
amounts.  The  commenters  expressed 
concern  that  expanding  the  evaluation 
of  j)rior  compliance  beyond 
documented,  formal  fimlings  of 
noncomj)liance  would  j)ermit  the 
D(!i)artment  to  rely  on  information  of 
dul)ious  credihilitv.  Commenters 


recjuested  that,  to  prevent  uncertainty, 
the  Department  either  retain  the  term 
“violations”  or  provide  a  clear 
definition,  including  examples,  of 
“indicatif)ns  of  noncoinjiliance.” 

Finally,  we  received  several 
comments  recpiesting  additional 
examples  and  guidance  on  how  the 
D(!j)artment  will  apj)ly  the  factors  in 
a.ssessing  penalty  amounts. 

Final  Rule 

The  final  rule  adopts  the  j)roposed 
modifications.  We  do  not  eliminate  the 
factors  concerning  an  entity’s  financial 
condition,  as  such  factors  are  based  on 
the  re(juirement  in  .section  1128A(d)  of 
the  Social  Security  Act.  We  emphasize 
that  the  goal  of  enforcement  is  to  ensure 
that  violations  do  not  recur  without 
impeding  access  to  care.  Further,  we 
note  that  an  entity’s  financial  condition 
can  affect  a  civil  money  penalty  in 
either  direction,  that  is,  while  an  entity 
in  poor  financial  condition  may  face  a 
les.ser  penalty  if  its  financial  condition 
affected  its  ability  to  com])ly,  an  entity 
with  greater  financial  resources  could  he 
subject  to  higher  penalties  for 
violations,  in  part  because  it  had  the 
resources  ti)  maintain  compliance. 

When  considering  the  nature  of  the 
violation,  the  D(!partment  intends  to 
consider  factors  such  as  the  time  period 
during  which  the  violalion(s)  occurriid 
and  the  numher  of  individuals  affected. 
Such  considerations  reflect  the  nature  of 
the  violation,  specifically  with  respect 
to  potential  violations  that  affect  a  large 
numher  of  individuals,  for  example, 
where  disclosure  of  protected  health 
information  in  multiple  explanation  of 
benefits  .statements  (EOBs)  that  were 
mailed  to  the  wrong  individuals 
resulted  from  one  inadequate  safeguard 
hut  affected  a  large  numher  of 
beneficiaries.  However,  we  do  recognize 
that  these  specific  circumstances  might 
also  he  considered  under  l()0.4()(i, 
with  respect  to  counting  violations.  See 
71  FR  8390,  8409. 

Whether  reputational  harm  is 
implicat(!d  in  a  HIFAA  violation  will  he 
a  fact-s])ecific  inquiry.  We  emphasize, 
however,  that  we  do  not  consider 
nqmtational  harm  to  arise  solely  from 
the  unlawful  disclosure  of  ])rotected 
health  information  relating  to  medical 
cliagno.ses  that  may  he  considered 
e.sj)eciallv  sensitive,  such  as  .sexually 
transmitted  infections  or  mental  health 
disorders.  Rather,  the  facts  of  the 
situation  will  determine  whether 
reputational  harm  has  occurred,  such  as 
whether  the  unlawful  disclosure 
resulted  in  adverse;  effects  on 
em])lovment,  standing  in  the 
community,  or  personal  relationshijis. 
With  respect  to  requests  to  consider 


“other”  harm  or  whether  unauthorized 
acce.ss  has  occurred,  we  reiterate  that,  in 
determining  the  nature  and  extent  of  the 
harm  involved,  we  may  consider  all 
relevant  factors,  not  just  those  exjmi.sslv 
included  in  the  text  of  the  regulation. 

Regarding  the  shift  in  terminologv 
from  “history  of  violations”  to  “})rior 
inrlications  of  noncompliance,”  we  note 
that  use  of  the  terms  “violation”  or 
“violate”  generally  indicates  that  the 
Department  has  made  a  formal  finding 
of  a  violation  through  a  notice  of 
propo.sed  determination.  Because  the 
D(;partment  has  a  number  of 
enforcement  tools,  such  as  informal 
resolution  through  a  corrective  action 
j)lan,  the  numher  of  “violations” 
incurred  by  a  covered  entity  or  business 
associate  does  not  constitute  an  accurate 
picture  of  a  covered  entity’s  or  business 
associate’s  general  hi.story  of 
compliance;  with  all  HIPAA  Rules, 
which  is  relevant  in  dc;termining  the 
amount  of  a  civil  mon(;y  penalty  within 
the  penalty  range.  S(;e  71  FR  83t)0,  8408. 
As  such,  the  Department  modifi(;d  the 
provision  to  r(;fl(;ct  the  Department’s 
policy  of  considering  the  covered 
(;ntity’s  or  business  associate’s  general 
history  of  compliance  with  the  HIFAA 
Rules  whcai  dt;termining  a  civil  mom;v 
penalty. 

With  rc;gard  to  the  phrase  “indications 
of  noncomi)liance,”  we  first  clarify  that 
a  mere  complaint  does  not  con.stitute  an 
indication  of  noncompliance.  Instead, 
prior  indications  of  noncom])liance  mav 
refer  to  the  numher  of  times  the 
D(;partment  has  inv(;stigated  an  entity  in 
the  pa.st  and  discovc;red  indications  of 
noncom|)liance  that  the  Departmiait 
resolvc;d  by  informal  means,  such  as 
.satisfactory  corrective  action  voluntarily 
tak.c;n  by  the  c:overc;d  entity.  Finally,  we 
agree  that  an  entity’s  hi.story  of 
c:ompliancc; — not  only  a  history  of 
nc)nc:omplianc:e — is  important,  and  will 
consider  sucdi  a  factor. 

e.  Sc;c:tion  180.410 — Affirmative 
Defenses 

Interim  Final  Rule  and  Fropc).sc;d  Ride 

As  noted  above,  the  IFR  made;  cdianges 
to  the  affirmatives  clefen.ses  found  in  the 
Enforc:c;ment  Rule  at  180.410  to 
implc;mc;nt  the  modificaitions  to  .sc;ctic)n 
117l)(l))  of  the  Social  Sc;c;uritv  Ac:t  made 
by  si;c:tion  13410(d)  of  the  lliTECH  Act. 
Spc;c:ific:ally.  the  IFR  rc;movc;cl  the 
prc;vic)u.s  affirmative  defc;n.sc;  to  the 
imposition  of  pc;naltic;s  if  the  c;overc;d 
c;ntity  did  not  know  and  with  the 
c;xerc:ise  of  ri;a.sonal)le  diligence;  would 
not  have  known  of  the  violation  (sincx; 
sucdi  violations  arc;  now  punishable 
under  the  lowe.st  tier  of  penalties),  and 
by  jirovicling  a  prohibition  on  the 
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imposition  oi  penalties  for  any  violation 
that  is  corrected  within  a  .'lO-dav  time 
pmiod,  as  long  as  the  violation  was  not 
due  to  willful  neglect. 

The  proposed  rule  included 
additional  modifications  to  §  l(i().41()  tf) 
conform  to  the  changes  made  to  section 
1178(1))  hy  the  HITFCll  Act. 

Specifically,  we  pro])osed  to  imj)lemenl 
the  revision  of  section  117{i(t)){l)  of  the 
Social  Secnritv  Act  hv  providing  in 

l(i().41()(a)(l')  and  (2)  that  the 
affirmative  defense  of  criminally 
“j)uni.shahle"  is  applicable  to  penalties 
imposed  prior  to  Fehrnarv  18,  2011,  and 
on  or  after  February  18.  2011,  the 
Secretary’s  authority  to  impose  a  civil 
money  penalty  will  only  he  barred  to 
the  extent  a  covered  entity  or  husine.ss 
associate  can  demonstrate  that  a 
criminal  |)enalty  has  been  impo.sed. 
Additionally,  the  Department  also 
jiropo.sed  modifications  to  the 
affirmative  defenses  in  §  100.4 10  for 
violations  occurring  prior  to  Fehrnarv 
18.  2009,  to  ensure  the  ])rior  definition 
of  “reasonable  cause”  continued  to 
apjily  in  such  circum.stances  and 
avoiding  any  potential  issues  regarding 
a  retroactive  ap|)lication  of  the  revised 
term. 

Final  Rule 

The  final  rule  adopts  the  propo.sed 
modifications  to  ^  100.410.  The 
Department  did  not  receive  any 
comments  in  response  to  the  NFRM’s 
proposed  revisions  to  this  section. 

f.  Section  100.412 — Waiver 

Prior  to  Fehrnarv  18.  200t),  100.412 

stated  that  ‘‘|f|or  violations  ilescrihed  in 
S  100.410(h)(.'l)(i)  that  are  not  corrected 
within  the  jieriod  described  in 
§  100.410(h)(3)(ii).  the  Secretary  may 
waive  the  civil  money  penalty,  in  whole 
or  in  part,  to  the  extent  that  jiayment  of 
the  penalty  would  he  excessive  relative 
to  the  violation.”  This  language 
im])licitly  recognized  a  covered  entity’s 
ability  to  claim  an  affirmative  defense  to 
the  im])o.sition  of  a  civil  money  penalty, 
under  what  was  then  §  11)0.4 l()(h)(2),  by 
establishing  that  it  did  not  have 
knowledge  of  the  violation,  determined 
in  accordance  with  the  Federal  common 
law  of  agency,  and  by  exercising 
reasonable  diligence,  would  not  have 
known  that  the  violation  occurred. 
While  section  13410(d)  of  the  llITFCil  l 
Act  revised  section  117()(b)  of  the  Social 
Security  Act  to  eliminate  the  affirmative 
defense  for  such  violations,  ah.sent 
corrective  action  during  a  3t)-day 
period,  it  diil  not  revi.se  the  Secretary’s 
waiver  authority.  As  a  result,  the 
Fnforcement  IFR  amended  tj  100.412  to 
reilect  the  revisions  made  to  §  100.410 
to  provide  that  “|r|egardless  of  whether 


violations  occur  before,  on,  or  after 
February  18.  2009,  the  Secretary  had  the 
authority  to  provide  a  waiver  for 
violations  due  to  rea.sonahle  cause  and 
not  willful  neglect  that  are  not  timely 
corrected  (pursuant  to  the  correction 
l)eriod  in  revised  ^  l()0.410(a)(3)(ii)  or 
(b)(2)(ii),  as  aiiplicahle).”  See  74  FR 
.501 29. 

The  ])roj)o.sed  rule  included 
conforming  changes  to  ^  1()0.412  to 
align  the  provision  with  the  revisions  to 
§  100.410.  See  75  FR  40881.  The 
jnoposed  revision  would  effectively 
jirovide  the  Secretary  with  the  authority 
to  waive  a  civil  money  |)enalty,  in 
whole  or  in  j)arl,  for  violations 
de.scribed  in  ^  100.410(b)(2)  (oc.curring 
prior  to  February  18,  2009,  and  due  to 
cnrcumstances  that  would  make  it 
unreasonable  for  the  covered  entity, 
des])ite  the  exerci.se  of  ordinary  business 
care  and  prudence,  to  comply  with  the 
administrative  simplification  provision 
violated)  or  S  100.410(c)  (occurring  on 
or  after  Febrnary  18,  2009,  and 
involving  an  establishment  to  the 
satisfaction  of  the  Secretary  that  the 
violation  is  not  due  to  willful  neglect) 
and  that  are  not  corrected  within  the 
|)enod  sjiecified  under  such  paragraphs. 

Overview  of  Public  (Comments 

The  Department  received  a  few 
comments  in  res])onse  to  the  IFR 
regarding  the  Secretary’s  authority  to 
waive  the  imjiosition  of  a  civil  money 
])enalty  for  violations  occurring  on  or 
after  Fehrnarv  18,  2009,  each  of  which 
urged  that  the  Secretary’s  waiver 
authority  be  extended  to  aj)j)ly  also  to 
lienalties  for  violations  of  which  a 
covered  entitv  did  not  know,  or  through 
the  exercise  of  reasonable  diligence, 
would  not  have  known,  in  addition  to 
reasonable  cause  violations,  becau.se 
“did  not  know”  violations  are  a  less 
culpable  c:ategory  of  violation  than 
reasonable  cause  violations. 

Final  Rule 

'I'he  final  rule  adopts  the 
modifications  to  §100.412  jirojiosed  in 
the  NPRM,  which  addres.ses  the 
concerns  of  the  above  commenters  on 
the  IFR. 

g.  Section  100.418— Penally  Not 
Exclusive 

Proposed  Rule 

We  jiroposed  to  revise  this  section  to 
incorjiorate  a  reference  to  the  provision 
of  PSQIA  at  42  U.S.d.  299b-22  that 
provides  that  penalties  are  not  to  be 
impo.sed  under  both  PSQIA  and  the 
MIPAA  Privacy  Rule  for  the  .same 
violation. 


Innal  Rule 

'I’he  Department  did  not  receive 
substantive  public  comment  on  this 
])ropo.sal.  The  final  rule  adopts  the 
projiosed  modification  to  §100.418. 

h.  Section  100.420 — Notice  of  Proposed 
Determination 

Interim  ]‘’inal  Rule 

The  Enforcement  IFR  also  amended 
§  100.420(a)(4)  to  add  the  recpiiremenl 
that,  in  addition  to  the  propo.sed  penalty 
amount,  the  Secretary  identify  in  a 
notice  of  propo.sed  determination  the 
apjilicable  violation  category  in 
§  100.404  upon  which  the  jiroposed 
jienalty  amount  is  based.  \Vhile  not 
statutorily  recjuired,  the  Enforc;emenl 
IFR  included  this  amendment  to 
jirovide  covered  entities  and  business 
associates  with  additional  information 
that  would  increase  their  understanding 
of  the  violation  findings  in  the  notice  of 
jnojio.sed  determination. 

Overview  of  Public  Comment 

The  Dejiartment  received  three 
comments  sujijiorting  this  amendment. 

Final  Rule 

The  final  rule  retains  the  jirovision  as 
modified  in  the  Il'K. 

i.  (Calculation  of  the  3()-Day  Cure  Period 
for  Willful  Neglec:t  Violations 

Interim  kdiial  Rule 

In  its  discussion  of  the  HITECH  Act’s 
revision  of  affirmative  defenses,  the 
Dejiartment  noted  that  section 
1170(b)(2)(A)  of  the  Social  Security  Act 
still  ojierates  to  exclude  violations  due 
to  willful  neglect  from  tho.se  that,  if 
timely  corrected,  would  he  exeinjit  from 
the  Secretary’s  iinjio.sition  of  a  civil 
money  jienalty.  However,  a  covered 
entity’s  timely  action  to  correct  .still 
would  be  determinative  with  resjiect  to 
which  of  the  two  tiers  of  willful  neglect 
jjenaltv  amounts  would  ajijilv.  'Fo 
determine  the  ajiiirojn  iate  jienalty  tier 
for  such  violations,  the  Dejiartment 
stated  it  would  calculate  the  3()-day  cure 
jjeriod  in  the  same  manner  as  described 
for  determining  whether  an  affirmative 
defense  aj)])lied.  'Fhat  is,  the  Dejiarlment 
would  look  at  when  a  covered  entity 
first  had  actual  or  constructive 
knowledge  of  a  violation  due  to  willful 
neglect,  ha.sed  on  evidence  gathered 
during  its  investigation,  on  a  case-hy- 
case  basis.  See  74  F^R  50128  (October  30, 
2009).  70  FR  20224,  20237-8  (Ajnil  18. 
2005)  and  71  FR  8390,  8410  (February 
10,  2000)  for  jirior,  more  detailed 
di.scussions  aliout  the  Dejiartment’s 
determination  of  when  knowledge 
exists. 
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Because  the  Department  recognized 
that  tlie  minimum  penalty  amount 
muter  the  HITECH  Act  of  a  violation 
due  to  willful  neglect  that  is  corrected 
during  the  3()-day  cure  period  is 
significantly  less  than  that  fora 
violation  due  to  willful  neglect  that  is 
not  timely  corrected  (ecpiating  to  a 
.S4(),()()()  minimum  penaltv  amount 
difference),  the  IFR  s])ecifically 
recjuested  comment  on  whether  there 
are  alternative  approaches  to  calculating 
the  beginning  of  the  3()-day  cun;  period 
for  this  j)urpo.se. 

Overview  of  Public  Comments 

While  a  few  commenters  expre.ssed 
support  for  utilizing  the  current  scheme 
in  determining  which  tier  should  applv 
to  a  violation  due  to  willful  neglect, 
other  commenters  expressed  concerns 
with  this  approach  due  to  the 
uucertaiuty  with  determining  exactly 
when  the  cure  jjeriod  begins  and  that  a 
business  associate’s  knowledge  of  a 
violation  could  he  imj)uted  to  the 
covered  entity  ])rior  to  the  husine.ss 
associate  notifying  the  covered  entity,  as 
well  as  concerns  if  the  Secretary  does 
not  notify  an  entity  of  a  j)otential 
violation  in  a  timely  manner.  A  few 
commenters  suggested  that  the  3()-dav 
cure  j)(!riod  begin  once  the  D(!])artment 
notifies  the  covered  entity  of  a 
complaint. 

Final  Rule 

The  final  rule  nUains  the  policv  that 
the  3()-dav  caire  jjeriod  for  violations 
due  to  willful  neglect,  like  those  not  due 
to  willful  neglect,  htjgins  on  the  date 
that  an  entity  first  acajuires  actual  or 
constructive  knowledge  of  the  violation 
and  will  be  determined  based  on 
evidence  gathered  by  the  Department 
during  its  investigation,  on  a  case-hy- 
case  basis. 

First,  the  requirement  that  an  entity 
have  knowkidge  that  a  “violation”  has 
occurred,  and  not  only  of  the  facts 
underlying  the  violation,  is  a  higher 
.standard  than  that  which  is  often 
re(|nired  by  other  law.  Also,  as  a 
practical  matter,  the  date  an  entity  has 
actual  or  constructive  knowledge  of  a 
violation  will  vary  dejnmding  on  the 
circumstances  involved,  and  may  he  the 
rcisult  of  notice  by  a  workforce  member 
or  business  as.sociate,  a  conqilaint 
receivcxl  by  a  health  care  consumer,  or 
notific:ation  by  the  Diipartmeiit  that  a 
complaint  has  been  filed.  However, 
other  sources  of  iidormation  exist  that 
could  establish  knowledge,  including 
internal  indications  of  a  ])otential 
noncompliance  such  as  unusual  access 
or  audit  log  activity. 

While  we  umkn’stand  commenters' 
concerns  relating  to  the  uncertainty 


inherent  to  constructive  knowkuige,  we 
believe  that  it  provides  an  ai)propriate 
incentive  that  is  consistent  with  the 
strengthened  enforcement  of  the  HIPAA 
Rules,  as  provided  in  the  HITECiH  Act. 
Reliance  ou  notification  hv  a 
complainant  or  the  D(!j)artment  wonld 
not  encourage  .self-correction  or  an 
entity’s  e.stal)lishment  of  a  com|)liance 
program  that  jjroactivelv  prevents, 
detects  and  corrects  indications  of 
noncom])liance.  If  the  cure  period  were 
solely  based  on  external  notification,  it 
is  (|uite  possible  that  entities  would 
have  little  or  no  incentive  to  make 
corrections  of  noncompliance  until  long 
after  an  incident  occurred,  if  ever.  In 
res])onse  to  concerns  that  constructive 
knowledge  may  he  imputed  to  the 
j)rincipal  when  an  agent  fails  to  notifv 
the  responsible  entity,  we  note  that  an 
agent  must  he  acting  within  the  scojie  of 
agency  for  a  covered  entity  or  a  business 
a.ssociate  to  he  liable  for  the  agent’s  acts 
or  failur(;s  to  act.  An  agent  that  fails  to 
notify  a  covered  entity  or  business 
associate  may  he  acting  outside;  its  scope 
of  authority  as  an  agent.  In  such  a 
circumstance,  the  agent’s  knowledge  is 
not  im|)uted  to  the  j)rinci])al  under  the 
k’ederal  C.'ommon  Eaw  of  Agency. 

I'diially,  an  entity  will  have  the 
opportunity  to  submit  evidence 
establishing  its  knowledge  or  lack  of 
knowledge,  during  the  Department’s 
investigation.  Entities  will  also  have  a 
right  to  recjuest  a  hearing  to  appeal  a 
finding  about  knowledge  in  a  notice  of 
proposed  determination  to  the  extent 
they  h(;lieve  the  finding  is  not  ha.sed  on 
a  prej)onderance  of  the  evidence.  An 
administrative  law  judge  would  then 
review  the  finding  and  affirm  or  modify 
it. 

Res])on.se  to  Other  Public  Ck)unnents 

Comnwnt:  A  few  commenters 
suggested  that  30  days  may  not  he 
sufficient  for  a  covered  entity  to 
complete  corrective  action,  particularly 
with  resjject  to  large  organizations  with 
com])lex  systems,  structures  and 
relationshijjs.  One  comment(;r  suggested 
there  should  he  a  process  available  to 
allow  an  organization  to  ajjply  for  a 
reasonable  extension  to  complete  the 
cure. 

Hosponse:  In  response  to  commenters’ 
cont:ern  about  the  length  of  the  3()-dav 
cure  period,  we  note  that  this  time 
period  is  defined  by  statute  at  .section 
1 1 7()(h)  of  the  Social  .Security  Act,  and 
was  not  modified  by  .section  1341()(d)  of 
the  HITECH  Act.  Thus,  we  believe  there 
is  no  authority  upon  which  to  ha.se  a 
modification  to  the  length  of  the  cure 
period. 

(MinniHnt:  (3ne  commenter  reejuested 
that  the  Department  clarify  whether  the 


new  euforcem(;nt  provisions  will  aj)j)lv 
to  violations  of  all  HIPAA 
Administrative  Sim])lification 
provisions  or  just  to  the  ])rivacv  and 
.security  requirements. 

Hi^sponsa:  The  (;nforcement 
regulations  at  45  CFR  Part  Kit).  Suhparts 
C,  D,  and  E.  relate  to  compliance  with, 
and  the  enforcement  of.  all  of  the 
Admini.strative  Sim])lification 
regulations  adopted  under  subtitle  F  of 
Title  II  of  HIPAA,  including  the 
.Standards  for  Electronic  Transactions 
and  Code  .Sets  (Transactions  and  Code 
Sets  Rule{s)  (referred  to  in  both  a 
singular  and  plural  sen.se):  .Standards  for 
Privacy  of  Individually  Identifiable 
Health  Information  (HIPAA  Privacy 
Rule):  .Standard  IJnirpu;  Employer 
Identifier  (EIN  Rule):  Securitv  Standards 
(HIPAA  Security  Rule):  and  .Standard 
lJni(]ue  Health  Identifier  for  Health  Care 
Providers  (NPI  Rule).  In  addition,  the 
Enforcement  Rule  apj)li(;.s  to  the  Breach 
Notification  Rule  for  HIPAA  covered 
entities  and  business  associates. 

C.  Siihpails  A  and  C  oj  Pail  164: 

Cianeral  Provisions  and  Modifications  to 
the  Scenritv  Hide 

We  jM'opo.sed  implementing 
modifications  to  the  .Securitv  Rule  as  a 
result  of  the  IHTEC.H  Act  and  to  make 
certain  other  changes.  Below  we 
resj)ond  to  comments  received  on  the 
l)ropo.sed  changes  as  well  as  ck;.scrihe 
the  final  rule  provisions.  We  also 
discuss  the  final  t(;chnical  and 
conforming  changes  to  the  general 
provisions  in  Suhj)art  A  of  Part  184. 
which  apj)lies  to  the  .Security,  Privacy, 
and  Breach  Notification  Rules,  and 
respond  to  comments  where  substantive 
comments  were  received  on  these 
changes. 

1.  Technical  Changes  to  Suhpart  A — 
General  Provisions 

a.  .Section  184.102 — .Statutory  Basis 

This  section  sets  out  the  statutory 
basis  of  Part  184.  We  proposed  and 
include  in  this  final  rule  a  technical 
change  to  include  a  reference  to  the 
jirovisions  of  sections  13400  through 
13424  of  the  HITECH  Act  iqjon  which 
the  regulatory  changes  discu.ssed  below 
are  based. 

1).  .Section  184.104 — Aj)plicahility 

This  section  .sets  out  to  whom  Part 
1()4  ap|)lies.  We  i)ropo.sed  to  replace  the 
existing  paragra])h  (h)  with  an 
applicahilitv  statement  for  business 
associates,  consi.stent  with  the 
|)rovisions  of  the  HITECH  Act. 

I^iragraph  (b)  makes  clear  that,  where 
provided,  the  standards,  retiuirements, 
and  implementation  specifications  of 
the  HIPAA  Privacy,  Security,  and 
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Broach  Notification  Rules  apjjly  to 
hiisinoss  associates.  We  also  ])roj)o.s(id  to 
nanove  as  unnecessary  the  existing 
language  in  §  1(>4. 104(1))  regarding  the 
ohiigation  ot  a  health  care  clearinghouse 
to  comply  with  §  104.10,5  relating  to 
organizational  recpiireinents  of  covered 
entities.  This  final  rule  adopts  these 
changes  as  jnopo.sed. 

c.  Section  104.105 — Organizational 
Recpiirenients 

.Section  104.105  outlines  the 
organizational  retpureinents  and 
ini])lenientation  specificiations  for  health 
care  com|)onents  of  covered  entities  and 
for  affiliated  covered  entities.  As 
S  104.105  now  also  applies  to  .Suhpart  D 
of  Fart  104  regarding  breach  notification 
for  unsecured  protected  health 
information,  we  proi)osed  to  remove 
.several  specific  references  to  .Sul)])arts  C 
and  F  thronghonl  this  section  to  make 
clear  that  the  provisions  of  this  section 
akso  apply  to  Suhpart  I)  of  Fart  104.  The 
final  ride  adopts  the.se  modifications. 

In  addition,  we  proposed  the 
following  modifications  to  this  .section. 

i.  .Section  104.1()5(a)(2){ii)((i)-(E) 
I’ropo.sed  Rule 

As  a  covered  entity’s  ohiigation  to 
ensure  that  a  health  care  component 
com|)lies  with  the  Frivacy  and  .Security 
Rules  is  already  .set  out  at 
S  104.1()5(a)(2)(ii).  we  proposed  to 
modify  this  section  to  remove  as 
unnecessary  paragrajihs  (('}  and  (D). 
which  jierlain  to  the  ohiigation  of  a 
covered  entity  to  ensure  that  any 
component  that  jierforms  business 
associate-like  activities  and  is  included 
in  the  health  care  comjionent  comjilies 
with  the  requirements  of  the  Frivacy 
and  .Security  Rules,  and  to  re-designate 
jiaragraph  (E)  as  (C).  Additionally,  we 
nupiested  comment  on  whether  we 
should  reijuire.  rather  than  permit  as 
was  the  case  at  §  l(j4.1()5(a)(2)(iii)((]).  a 
covered  entity  that  is  a  hybrid  entity  to 
include  a  component  that  performs 
business  associate-like  activities  within 
its  health  care  component  so  that  such 
comjionents  are  directlv  subject  to  the 
Rules. 

Overview  of  Fuhlic  Comments 

.Several  commenters  recommended 
that  hybrid  entities  should  retain  the 
flexibility  to  either  include  or  exclude 
business  associates  from  the  healthcare 
comj)onent.  Two  of  these  commenters 
.stated  this  option  would  allow  the 
covered  entity  to  distinguish  the 
functions  and  responsibilities  of  the 
business  associate  as  .sej)arate  from  the 
health  care  comjionent.  which  would 
result  in  better  conijiliance,  as  covered 
entities  would  evaluate  each  business 


associate  sejiarately  for  comjiliance 
j)ur|)ose.s.  Further,  commenters  argued 
that,  as  the  covered  entitv  is  ultimatelv 
legally  liable  for  comjiliance  on  the  jiart 
of  the  organization,  such  a  modification 
is  not  necessary. 

Additionally,  several  commenters 
stated  that  retjniring  a  hybrid  entity  to 
include  business  associate  dejiartments 
is  exce.ssive  and  burdensome.  .Some  of 
these  commenters  further  stated  that 
husine.ss  as.sociale  ilejiartments  of  a 
hybrid  entity  will  likely  commit  limited 
time,  jiersonnel,  and  staff  hours  to 
Frivacy  and  .Security  Rule  coinjiliance 
and  sugge.sted  that  the  hybrid  entity 
should  inijilement  a|)])licahle  entity¬ 
wide  |)olicies  and  jirocedures  and 
sej)arately  ensure  that  business  a.ssociate 
dejiartments  imjilemenf  sjiecific 
jiractices  scaled  to  the  business 
a.ssociate’s  use  or  disclosure  of  jirotected 
health  information. 

In  contrast,  several  commenters 
su])])orted  the  jirojio.sed  change.  .Several 
of  tlie.se  commenters  suggested  that  the 
modification  would  better  facilitate 
coinjiliance,  hecau.se  reijuiring  the 
covered  entity  to  include  the  business 
associate  dejiartment  in  the  health  care 
comjionent  would  better  jirotect  the 
jirotected  health  information  held  by  the 
liusine.ss  as.sociate  and  would  ensure 
consistent  standards  within  the  health 
care  fximjionent  of  the  covered  entity. 

Final  Rule 

Many  covered  entities  jierform  both 
covered  and  non-covered  functions  as 
jiart  of  their  husine.ss  ojierations.  For 
such  covered  entities,  the  entire  entity 
is  generally  reijuireil  to  cximjily  with  the 
Frivacy  Rule.  However,  the  hvbrid 
entity  jirovisions  of  the  HIFAA  Rules 
jiermit  the  entity  to  limit  the  ajijilication 
of  the  Rules  to  the  entity’s  comjionents 
that  Jierform  functions  that  would  make 
the  comjionent  a  “covered  entity”  if  the 
comjionent  were  a  .sejiarate  legal  entity. 
.Sjiecifically,  this  jirovision  allows  an 
entity  to  designate  a  health  care 
comjionent  by  documenting  the 
comjionents  of  its  organization  that 
Jierform  covered  entity  functions.  The 
effect  of  .such  a  designation  is  that  mo.st 
of  the  reijuirements  of  the  HIFAA  Rules 
ajijily  only  to  the  designated  health  care 
comjionent  of  the  entity  and  not  to  the 
functions  the  entity  jierforms  that  are 
not  included  in  the  health  care 
comjionent.  While  most  of  the  HIFAA 
Rules’  reijuirements  ajijilv  only  to  the 
health  care  comjionent,  the  hybrid 
entity  retains  certain  oversight, 
comjiliance,  and  enforcement 
obligations. 

We  exjilained  in  the  jireamble  to  the 
2002  modifications  to  the  Frivacy  Rule 
that  the  Rule  jirovides  hybrid  entities 


with  discretion  as  to  whether  or  not  to 
include  husine.ss  associate  divisions 
within  the  health  care  comjionent. 
However,  a  disclosure  of  jirotected 
health  information  from  the  health  care 
comjionent  to  any  other  division  that  is 
not  jiart  of  the  health  care  comjionent, 
including  a  business  a.ssociate  division, 
is  treated  the  same  as  a  disclosure 
outside  the  covered  entity.  As  a  result, 
hecau.se  an  entity  generally  cannot  have 
a  business  associate  agreement  with 
itself,  a  disclosure  from  the  health  care 
comjionent  to  the  liusiness  as.sociate 
divi.sion{s)  of  the  entity  likely  would 
retjuire  individual  authorization.  .See  (i7 
FR  52182.  52205  (Aug.  14,  2002). 

Imjiortantlv,  after  this  final  rule, 
business  associates,  by  definition,  are 
.sejiarately  and  directly  liable  for 
violations  of  the  .Security  Rule  and  for 
violations  of  the  Frivacy  Rule  for 
imjiermissihle  uses  and  disclosures 
pursuant  to  their  husine.ss  associate 
contracts.  With  resjiect  to  a  hvhrid 
entity,  however,  not  including  husine.ss 
associate  functions  within  the  health 
care  comjionent  of  a  hvhrid  entity  could 
avoid  direct  liability  and  comjiliance 
obligations  for  the  business  a.ssociate 
comjionent.  Thus,  we  agree  with  the 
commenters  that  sujijiorted  reijuiring 
inclusion  of  business  as.sociate 
functions  inside  the  health  care 
comjionent  of  a  hybrid  entity.  As  such, 
the  final  rule  reijuires  that  the  health 
care  comjionent  of  a  hvhrid  entitv 
include  all  husine.ss  as.sociate  functions 
within  the  entity. 

Resjionse  to  Other  Fnlilic  Comments 

Commen/;  One  commenter  reijuested 
that  the  Dejiartment  revise  the 
definitions  of  “hybrid  entity”  to  jiermit 
liusiness  associates  to  designate  a  health 
care  comjionent. 

Res}}()ns(^:  A  business  as.sociate 
Jierforms  one  or  more  functions  on 
liehalf  of  a  covered  entity  (or.  in  this 
final  rule,  another  business  a.ssociate). 

As  a  business  as.sociate  is  only  subject 
to  the  HIFAA  Rules  with  resjiect  to  the 
Jirotected  health  information  it 
maintains,  uses,  or  di.scloses  on  behalf 
of  a  covered  entity  (or  husine.ss 
as.sociate)  and  not  to  other  information 
it  may  maintain,  including  health 
information,  there  is  no  need  for  a 
business  associate  to  designate  one  or 
more  health  care  comjionents. 

(JoininanI:  One  commenter  asked 
whether  an  emjilover  that  ojierates  an 
on-site  clinic  for  the  treatment  of 
emjiloyees  functions  as  a  hybrid  entity. 

Hasponsa:  An  entity  that  maintains  an 
on-site  clinic  to  jirovide  health  care  to 
one  or  more  emjiloyees  may  be  a  HIFAA 
covered  jirovider  to  the  extent  the  clinic 
Jierforms  one  or  more  covered 
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transactions  electronically,  such  as 
hilling  a  health  plan  for  the  services 
provided.  If  covered,  the  entity  need  not 
h{!conie  a  hybrid  entity  so  as  to  avoid 
a])])lying  the  Privacy  Rule  to  health 
information  the  entity  holds  in  its  role 
as  employer,  such  as  sick  kiave  recjiiests 
of  its  employees.  Such  information  is 
already  excluded  from  the  definition  of 
“protected  health  information"  as 
employment  records  and  thus,  the 
Privacy  Ride  does  not  apply  to  this 
information.  However,  the  identifiahle 
health  information  the  entity  holds  as  a 
covered  health  care  provider  (e.g.,  the 
information  the  clinic  holds  about 
employees  who  have  received 
treatment)  is  ])rotected  health 
information  and  gemually  mav  not  he 
shared  with  the  employer  for 
employment  j)urpo.ses  without  the 
individual's  authorization. 

ii.  Section  l(i4.1()5{a)(2)(iii)(C) 

VVe  jji'oposed  to  modify  this  .section  to 
re-designate  §  1(i4.1().'i(aK2)(iii)(C)  as 
(D),  and  to  include  a  new  ])aragraph  ((i). 
which  makes  clear  that,  with  respect  to 
a  hybrid  entity,  the  covered  entity  itself, 
and  not  merely  the  health  care 
comjjonent,  remains  resi)onsihle  for 
complying  with  §§  1()4.314  and  l(j4..'i()4 
regarding  hnsine.ss  associate 
arrangements  and  other  organizational 
re(|uirements.  Hybrid  entities  may  need 
to  execute  legal  contracts  and  conduct 
other  organizational  matters  at  the  level 
of  the  legal  entity  rather  than  at  the  level 
of  the  health  care  com])onent.  The  final 
rule  adopts  this  change. 

iii.  Section  164.1().'>(h)(l) 

The  final  rule  fixes  a  minor 
typographical  error  in  this  paragraph  by 
redesignating  the  second  ])aragraph  (1) 
as  paragraph  (2). 

iv.  Section  l()4.1().'5(h)(2Kii) 

'I’he  final  rule  simplifies  this 
paragra])h  by  colla])sing  siih])aragraj)hs 
(A),  (13),  and  (C)  regarding  the 
obligations  of  an  affiliated  entity  to 
comj)ly  with  the  Privacy  and  Security 
Rules  into  one  provision. 

(1.  Section  l(i4.1()(i — Relationshi))  to 
Other  Parts 

The  final  rule  adds  a  reference  in  this 
provision  to  business  a.ssociates, 
consistent  with  their  inclusion 
eksewhere  throughout  the  other  lllPAA 
Rules. 


2.  Modifications  to  the  HIPAA  Secnritv 
Rule  in  Suhpart  (3 

a.  Business  As.sociates 
Proposed  Rule 

Before  the  linTXiH  Act,  the  Security 
Rnl(!  did  not  directly  a])ply  to  business 
associates  of  covered  entities.  However, 
section  13401  of  the  lUTECiH  Act 
])rovides  that  the  Security  Rule’s 
administrative,  j)hysical,  and  technical 
safeguards  reqinrements  in  104.308, 
104.310,  and  104.312,  as  well  as  the 
Rule’s  policies  and  procedures  and 
documentation  recjuirements  in 
§  104.310,  apply  to  hnsine.ss  associates 
in  the  same  manner  as  these 
reciuirements  apply  to  covered  entities, 
and  that  business  a.ssociates  are  civilly 
and  criminallv  liable  for  violations  of 
these  ])rovi.sion.s. 

To  implement  section  13401  of  the 
HITECH  Act,  we  pro])osed  to  insert 
references  in  Suhpart  C  to  “hnsine.ss 
associate’’  following  references  to 
“covered  entity,”  as  a])})ropriate,  to 
make  clear  that  these  provisions  of  the 
Secnritv  Rule  also  a])plv  to  hnsine.ss 
associates.  In  addition,  we  proposed 
additional  changes  to  §§  104.300, 
104.308,  104.312,  104.314,  and  104.310 
of  the  Security  Rule,  as  discussed 
h(!low. 

Overview  of  Public  (Comments 

Some  commenters  argmul  that  the 
time,  implementation  ex])en.se. 
tran.saction  cost,  and  liability  cost 
burdens  on  business  associates  and 
subcontractors  to  comply  with  the 
Security  Rule,  e.s])ecially  small  and  mid¬ 
size  entities,  would  he  significant.  Other 
commenters  supported  the  direct 
application  of  the  Security  Rule  to 
hnsine.ss  as.sociates  and  suhc:ontractors. 

Final  Rule 

We  ado])t  the  modifications  to  the 
Security  Rule  as  j)roj)osed  to  implement 
the  HlTECiH  Act’s  provisions  extending 
direct  liability  for  compliance  with  the 
Security  Rule  to  husine.s.s  associates.  In 
respon.se  to  the  concerns  rai.sed 
regarding  the  co.sts  of  compliance,  we 
note  that  the  Security  Rule  currently 
requires  a  covered  entity  to  establish  a 
business  associate  agremnent  that 
recpiires  business  associates  to 
implement  administrative,  physical,  and 
technical  .safeguards  that  reasonahlv  and 
appropriately  protect  the 
confidentiality,  integrity,  and 
availability  of  the  electronic  protectcsd 
health  information  that  they  create, 
receive,  maintain,  or  tran.smit  on  behalf 
of  the  covered  entity  as  recjuired  by  the 
.Security  Rule:  and  to  ensure  that  any 
agent,  including  a  subcontractor,  to 
whom  they  provide  such  information 


agrees  to  imjjlement  reasonable  and 
appropriate  safeguards  to  protect  it.  .See 
§  1()4. 314(a).  Consequently,  business 
associates  and  subcontractors  .should 
already  have  in  place  .security  practices 
that  either  comply  with  the  .Security 
Rule,  or  that  recpiire  only  modest 
improvements  to  come  into  compliance 
with  the  .Security  Rule  recphrements. 

Moreover,  the  requirements  of  the 
.Security  Rule  were  designed  to  he 
technology  neutral  and  scalable  to  all 
different  sizes  of  covered  entities  and 
business  associates.  Covered  entities 
and  business  associates  have  the 
llexihility  to  choose  security  measures 
approja  iate  for  their  size,  resources,  and 
the  nature  of  the  .security  risks  they  face, 
enabling  them  to  reasonably  imjjlement 
any  given  Security  Rule  standard.  In 
deciding  which  security  measures  to 
list!,  a  covered  entity  or  business 
associate  should  take  into  account  its 
size.  c:apahihties.  the  costs  of  the 
.s])ecific  security  measures,  and  the 
ojjerational  im])act.  Thus,  the  i:o.st.s  of 
implementing  the  .Security  Rule  for 
large,  mid-sized,  or  small  business 
associates  will  he  proj)ortional  to  their 
size  and  resources. 

Notwithstanding  the  above,  based  on 
the  comments,  we  acknowledge  that 
.some  business  as.sociates.  j)articnlarlv 
the  smaller  or  less  .soi)hi.sticated 
business  associates  that  may  have  access 
to  electronic  jirotected  health 
information  for  limited  purjioses,  mav 
not  have  engaged  in  the  formal 
administrative  .safeguards  such  as 
having  performed  a  risk  analysis, 
established  a  risk  management  i)rogram, 
or  designated  a  .security  official,  and 
may  not  have  written  policies  and 
procedures,  conducted  employee 
training,  or  documented  comj)hance  as 
the  statute  and  these  regulations  would 
now  rec]nire.  }"or  these  business 
associates,  we  include  an  estimate  for 
c:ompliance  costs  below  in  the 
regidatory  impai:t  analysis.  We  also  refer 
the.se  business  associates  to  our 
educational  jjapers  and  other  guidance 
on  comi)hance  with  the  HIBAA  .Security 
Rule  found  at:  http://\v\v\v.lihH.gov/o(:i/ 
privdcv/hipaa/adnunistnitiva/ 
sf^curitvriih.  The.se  materials  provide 
guidance  on  conducting  risk  analy.ses 
and  implementing  the  other 
administrative  .safeguards  retpnred  by 
the  .Secnritv  Rule,  which  may  prove 
heljjful  to  these  business  associates  and 
facilitate  their  compliance  efforts. 

1).  .Section  1(>4.3()() — .Security  .Standards: 
Gcaieral  Rukis 

Broj)o.sed  Rule 

.Section  1(i4.3()()  sets  out  the  general 
rules  that  apply  to  all  of  the  security 
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standards  and  iinj)leinontation 
specifications  that  follow  in  the  S(;cnrity 
Rule.  We  proposed  technical  revisions 
to  §  l(i4.3()()(e)  to  more  clearly  indicate 
that  covered  entities  and  business 
associates  must  review  and  modify 
security  measures  as  needed  to  ensure 
the  continued  provision  of  niasonahle 
and  ajjpropriate  jjrotection  of  electronic 
protected  health  information,  and 
n))date  documentation  of  such  security 
measures  accordingly. 

Final  Rule 

The  D(!])artment  did  not  receive 
substantive  jmhlic  comment  on  this 
proposal.  The  final  rule  adoj)ts  the 
modifications  to  §  l()4.3()tt  as  proj)o.sed. 

c.  Section  lfi4.3()8 — Admini.strative 
Safeguards 

Propo.sed  Rule 

We  proj)o.sed  a  technical  change  to 

1(i4.3()8(a)(3)(ii)((")  regarding  .security 
termination  proc:edures  for  workforce 
members,  to  add  the  words  “or  other 
arrangement  with"  after  “employment 
of"  in  recognition  of  the  fact  that  not  all 
workforce;  members  are  emplovees  (e.g., 
some  may  he  volunl(;ers)  of  a  cover(;d 
entity  or  l)usin(;ss  associate.  We;  also 
pre)j)e).se;el  a  numher  e)f  me)elifie:atie)ns  to 

l(i4. 308(1))  te)  e;e)nfe)rm  te)  me)elifie:atie)ns 
pre)pe).se;el  in  the  elefinition  e)f  “business 
asseeenate.”  Se;e:tie)n  104.308(1))  ])re)viele;s 
that  a  e:e)ve;re;el  entity  may  |)e;rmit  a 
hnsineiss  asse)e:iate;  te)  e;re;ate;,  i’e;e;eive. 
maintain,  e)r  transmit  ele;e:tre)nic 
pre)te;e;te;el  health  infe)rmatie)n  e)nly  if  the; 
e:e)ve;re;el  entity  has  a  e:e)ntract  or  e)the;r 
iirrangement  in  plae:e;  to  e;nsure;  the; 
business  c)sse)e:iate;  will  aj)pre)priatelv 
.safe;guarel  the  pre)te;e:te;el  health 
infe)rmatie)n.  .Se;e:tie)nl04.308(l))(2) 
e:e)ntains  several  e;xe:eptie)ns  te)  this 
ge;ne)ral  rule  for  e;e;rtain  situations  that 
ele)  ne)t  give  rise;  to  a  l)usine;ss  asse)e:iate 
relatieenship,  sue;h  as  whe;re;  a  e;e)ve;re;el 
e;ntity  elise;le)se;s  ele;e:tre)nie;  j)re)te;e:te;el 
he;alth  infe)rmatie)n  to  a  he;alth  e;are; 
pre)vieler  e;e)ne:erning  the  tre;atme;nt  of  an 
inelivieiual.  We  j)re)pe)se;el  te)  re;me)ve; 
the;.se  e;xe;e;j)tie)ns  fre)m  this  pre)visie)n. 
sine;e;  as  elise:u.sse;el  ahe)ve;.  the;y  we)nlei 
ne)w  he  e;stal)lishe;el  as  exe:e;ptie)ns  to  the 
elefinition  e)f  “husine;ss  asse)e:iate.“ 

In  aeleiitie)]),  we  pre)pe)seel  te)  moelily 
§  104.308(1))(1 )  and  (2)  te)  e:larify  that 
e:e)vere;el  entitie;s  are  ne)t  re;epure;el  to 
obtain  satisfae:te)ry  assurane:e;s  in  the 
Idrin  e)f  a  e:e)ntrae:t  e)r  other  arrangement 
with  a  l)usine;ss  asse)e:iate  that  is  a 
sid)e;e)ntrae;te)r;  rather,  it  is  the  business 
asse)e;iate  that  must  e)l)tain  the  re;e|uire;el 
.satisfae:te)ry  assurane:es  from  the; 
sul)e;e)ntrae’.te)r  to  j)re)te;e:t  the  se;e:urity  of 
e;le;e:tre)nic  pre)te;e;teel  health  information. 


Finallv.  we;  preepexseel  te)  reme)ve;  the; 
preevision  at  §  104.3t)8(l))(3).  which 
l)re)viele;s  that  a  e:e)ve;re;el  entity  that 
vie)late;s  the  satisfae:te)ry  a.ssui':me;e;s  it 
pre)viele;el  as  a  l)usine;.ss  as.seeenate;  e)f 
aneether  e:e)ve;i'e;el  entity  will  he;  in 
ne)ne:e)mpliane:e;  with  the;  Se;e;urity  Ride’s 
business  assoeaeite  preevisieens,  eis  a 
e:e)ve;re;el  entity’s  ae:tie)ns  as  a  l)usine;ss 
asse)e;iate  e)f  aneether  e:overe;el  entity 
we)ulel  ne)w  he;  elire;e:tly  i'e;gulate;el  by  the; 
Se;e:nrity  Rule’s  provisions  that  applv  te) 
husine.ss  assoeaates. 

()ve;rvie;w  of  Pnhlie:  (lommeints 

One;  e:e)mme;nter  askeel  for 
e;e)nfirmation  that  the  e:hange;s  to 
4}  104.308  we)uld  re;e]uiie  a  e:e)vereel 
entity  te)  enter  inte)  a  business  assoe;iate 
agre;e;ment  with  its  e)wn  husineiss 
asse)e:iate;  ami  not  <my  sul)e:ontrae;te)rs  of 
those;  husine;ss  asseeedates. 

Final  Rule; 

The  final  rule;  aelopts  the  propeeseel 
me)elifie:atie)ns  te)  ^  104.308.  Seeition 
104.308(1))  e;xpre;ssly  pre)viele;s  that  a 
e.overeel  entity  is  not  reejuireel  to  ente;r 
into  a  l)usine;.ss  as.se)e:iate  agre;e;me;nt  with 
a  l)usine;ss  as.se)e;iate;  that  is  a 
sul)e;e)ntrae;tor;  rather,  this  is  the; 
ohligatie)!)  of  the  business  asse)e:iate;  that 
has  eaigageel  the  sul)e:e)ntrae:te)r  te) 
perform  a  fune:tie)n  or  .servie:e  that 
inve)lve;s  the  use;  e)r  elise:le)sure;  of 
pre)te;e:te;el  he;alth  infe)rmatie)n. 

el.  Se;e:tie)n  104.314 — Organizational 
Ri;ejuire;me;nts 

l’re)j)oseel  Rule; 

While;  Se;e:tie)n  13401  of  the  HITECH 
Ae:t  eleees  not  e;xpie;ssly  ine:luele 
S  104.314  ame)ng  the  preevisions  for 
whie:h  business  asse)e;iate;s  are  elire;e;tlv 
liable,  it  state;s  that  §  104.308  of  the; 
Se;e:urity  Rule  applies  te)  husine.ss 
asse)e:iate;s  “in  the  same  manne;r’’  that 
the  pre)visie)n  applie;s  to  ce)vere;el 
entities.  Se;e;tie)n  104.308(h)  reepures  a 
e:ove;re:el  entity’s  husine.ss  assoeiiate 
agreements  te)  e:e)nfe)rm  te)  the; 
re;epiirement.s  of  ^  104.314.  Ae;e;orelinglv, 
in  eereler  leer  §  104.308(1))  to  ai)])ly  to 
husine;.ss  assoe:iate;s  in  the  same  manner 
as  it  applies  to  e:e)ve;reel  entities,  we 
pre)po.se;el  to  levise  ??  104.314  to  re;fle;e;t 
that  it  is  al.se)  apj)lie:al)le  to  agre;e;me;nts 
h(;twe;e;n  husine.ss  a.sse)ciate;.s  anel 
.sul)ce)ntrae:te)r.s  that  e:reate;,  re;e:e;ive;, 
maintain,  e)r  transmit  e;le;e:tre)nie: 
prote;e;te;el  he;alth  infe)rmation. 

We  alse)  pre)pose;el  a  numher  e)f 
me)elifie:atie)n.s  te)  stre;amline  the; 
re;eiuireme;nts  e)f  §  104.314.  First,  .sine;e;  a 
husinei.ss  assoenate  for  j)urpe).se;.s  of  the 
Seeairity  Rule  is  also  always  a  husine;.ss 
assoedate  for  pur|)e).se;s  e)f  the;  Rrivae:y 
Rule,  we  pro])ose;el  to  reme)ve  e;e)ntrae:t 
j)re)vi.sie)ns  that  we;re;  merely  elui)lie:ative 


e)f  parallel  jerovisieens  in  the;  Rrivae:y 
Rule’s  business  asseeedate  e:e)ntrae:t 
preevisions  at  1()4..')04.  We;  alse) 
proposeel  to  remove  the  speedfic 
ree|uire;ment.s  imele;r  104.314(a)(2)(ii) 
for  e)the;r  arrangements,  sued)  as  a 
memoranelum  of  unelerstaneling  when 
both  a  covere;el  eaitity  anel  husine.ss 
asseeedate  are  ge)ve;rnme;ntal  e;ntitie;.s,  anel 
insteael  sim])lv  re;fe;r  te)  the  parallel 
Rrivae:v  Rule;  reupiireanents  at 
§  104..'i04(e;)(3). 

Se;e:e)nel.  we  pre)pe).seel  eaenforming 
moelifie:atie)n.s  to  the  remaining  e:ontrae:t 
reepiirements  in  S  104.314(a)(2)(i)  te) 
pi'oviele  that  sued)  contraeds  must  reepiire 
a  business  a.sse)edate  to  e:omply  with  the; 
Seeairity  Rule,  te)  ensure  any 
suhe:e)ntraedors  enter  inte)  a  e;ontraed  or 
e)the;r  arrange;ment  te)  i)re)te;ed  the 
seeairity  of  eleedreenie:  ])re)te;ede;el  he;alth 
information;  anel  with  res])e;e;t  to  the; 
re;])orting  of  .se;eanity  incielents  by 
husine;.ss  assoedates  to  ex)ve;re;el  entitieis, 
te)  repe)rt  te)  the;  e:overe;el  entity  l)re;ae:he.s 
of  unse;eaire;el  ])re)te;e;te;el  health 
infeermation  as  reeiuire;el  by  §  104.410  e)f 
the  l)ri;aed)  ne)tifie:ation  rules. 

Thirel,  we  pre)po.se;el  to  aelel  a  provisie))) 
at  S  104.314(a)(2)(iii)  that  provieleis  that 
the;  ri;ejuirements  of  this  .se;edion  feer 
e;e)ntraed.s  or  other  arrangements  he;twe;e;n 
<1  e:e)vere;el  entitv  anel  l)iisine;.ss  eis.seeedate 
weenlel  a])])ly  in  the;  same  manner  te) 
e:ontract.s  e)r  other  arningements  he;twe;en 
business  eissoedates  anel  suheaentraedors 
reepiireel  by  the;  j)re)])e)se;el  re;e)uire;me;nt.s 
of  104.3()8(1))(4).  For  e;xamj)le,  uneler 
these  preevisions,  a  l)u.sine;.s.s  as.seeedate 
e:e)ntraed  hetweien  a  husineiss  as.se)e:iate 
anel  a  husineiss  as.se)(date  suheaentraedor 
we)ulel  neeel  to  proviele  that  the; 
suheiontraedor  rej)ort  any  se;eairity 
inedelent  e)f  whiedi  it  l)e;e:e)me;.s  aware, 
ineihieling  hreaedie^s  of  unseeaireel 
])re)teedeel  heailth  infeermation  as  re;ejuire;el 
l)y  ^  104.410.  to  the  husineiss  associate. 
This  woulel  mean  that  if  a  hreaiedi  e)f 
unseeaireel  pre)te;edeel  heialth  information 
eiceairs  at  or  by  a  seeamel  tier 
suheaintraedor,  the  suheamtraedor  must 
neitifv  the  husinei.ss  asseiedate; 
suheamtracteir  with  which  it  eiemtraeds  of 
the  hreaeih,  which  then  must  neitify  the 
business  assoedate  which  eamtraeds  with 
the  eiovereel  eintity  of  the;  breach,  whie;h 
then  must  neitify  the  ea)veae;el  entity  of 
the  hreaed).  The  coveireel  entity  the;n 
neitifieis  the;  affeedeel  inelivieiuals,  the 
Seeaedary,  anel,  if  applieaihle,  the;  me;elia, 
e)f  the:  l)re;ae:h.  unless  it  has  elele;gate;el 
sue;h  re;sponsil)ilities  tee  a  husineiss 
asseiedate.  Finally,  we  propo.seel  to 
re;move  the  re;fe;rene:e  to  suheaintraeitors 
in  S  104.314(l))(2)(iii)  reigareling 
amenehnent  of  greiup  he;alth  plan 
eieicuments  as  a  eainelitiein  of  elisedosure 
e)f  j)re)te;edeel  health  infeirmation  to  a  jilan 
speinseir,  as  unne;ea;ssary  and  to  aveiiel 
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confu.sion  with  tlie  ii.se  of  tlu;  term 
suheontractor  wlmn  roferring  to 
subcontractors  that  are  husine.ss 
associates. 

Final  Rule 

I'lie  De))artinent  did  not  receive 
substantive  pid)lic  comment  on  thcise 
])n)j)osed  changes.  The  final  rule  adopts 
the  modifications  as  i)roposed. 

Rcisponse  to  Other  Public  Oomments 

(Aiinnitmi:  One  commenter  sugg(;sted 
that  business  associate  agrcuanents 
should  he  an  “addressable”  re(|uirement 
undc;r  the  Security  Rule. 

/te.s/jon.s’e;  The  HITECH  Act  does  not 
remove  the  recjuiremciiits  for  husinc^ss 
associate  agreements  under  the  HIPAA 
Rules.  Therefore,  we  decline  to  make 
the  execaition  of  business  associate 
agrcannents  an  “addressable” 
n!(|uir(anent  under  the  Security  Rule. 

(hninwnt:  One  commcaiter 
recommended  that  the  Department 
remove  the  “addressable”  designation 
from  the  Security  Ride,  because  such 
designations  haul  to  amhignity  in  the 
a])plication  of  the  Security  Rule  in  the 
health  can;  industry. 

/fe.s’pon.se;  VVe  d(;cline  to  adopt  this 
recommendation.  The  S(;curity  Rule  is 
structured  to  he;  both  .scalable  and 
ilexihle,  so  that  entiti(;s  of  different 
ty])es  and  sizes  can  imphanent  the 
.standards  and  im])lementation 
si)(;cifications  in  a  manner  that  is 
reasonable  and  ap])ro])riate  for  their 
circnmstanc(;s.  VVe  do  not  mandate  the 
use  of  specific  t(;chnologies,  or  reejuire 
uniform  policies  and  jirocedures  for 
compliance,  because  we  recognize  the 
diversity  of  regulated  entities  and 
appreciate  the  unicpie  characteristics  of 
their  environments. 

Comment:  Two  commenters  suggested 
j)roviding  subcontractors  with 
additional  time  to  comply  with  the 
provisions  of  the  Security  Rule. 

Res})onse:  We  decline  to  delay 
apjilication  of  the  recjuirements  under 
the  Security  Rule  to  subcontractors 
h(;yond  the  com])liance  dates  provided 
by  this  final  rule.  As  we  emjjhasized 
above,  the  Security  Rule  already 
recpiires  covered  entities  to  e.stahlish 
husin(;ss  associate  agreements  that 
retiuire  business  a.ssociates  to  ensure 
that  their  subcontractors  implement 
reasonable  and  a])propriate  safeguards 
to  jjrotect  the  .security  of  electronic 
protected  health  information  they 
liandle. 

(Comment:  A  few  commenters 
proi)osed  alternative  ways  to  apply 
secairity  rerinirements  to  subcontractors, 
such  as  exemjiting  subcontractors  from 
compliance  with  the  Security  Rule  if 
they  have  already  completed  security 


a.ssessments  and  met  the  security 
requirements  under  other  State  and 
Federal  laws  or  only  re(juiring 
subcontractors  to  com])ly  with  the 
minimum  necessary  standard  and  to 
utilize  “rea.sonahle”  security  measures 
with  regard  to  protected  health 
information. 

Response:  We  decline  to  adoj)t  an 
exemjjtion  or  otherwi.se  limit 
subcontractors'  responsibility  to 
safeguard  individuals’  electronic: 
l)rotc;cted  lu;alth  information.  To  ensure 
appropriate  and  strong  .security 
])rotections  for  elc;ctronic  protected 
liealth  information,  subcontractors  are 
rtcepured  to  comply  with  the  Sc;curity 
Rule  to  the  same  extent  as  business 
associates  with  a  dirc;ct  relationship 
with  a  cov(;red  entity. 

D.  Subport  E  ol  Part  164:  Modifications 
to  the  Privacy  Rule 

The;  NPRM  jjroposed  a  number  of 
changes  to  the  Privacy  Rule  to 
implement  certain  provisions  of  the 
HITECH  Ac;t,  as  well  as  certain 
modifications  to  imj)rove  the 
workability  and  effc;ctiven(;ss  of  the 
Rule  and  to  conform  the  Privacy  Rule  to 
PSQIA.  The  sc;ction-hy-.s(;ction 
de.scription  below  of  the  final  rule 
discu.ss(;s  the  i)roposed  and  final 
chang(;s  and  responds  to  public 
comments 

1.  S(;ction  184. .500 — Aj)plicahility 

.Si;ction  13404  of  the  HlTECiH  Act 
makes  specific  r(;(iuirement.s  of  the 
Privac:y  Ride  a])])licahle  to  hiisiniiss 
a.ssociatcis  and  creates  diri;ct  liability  for 
noncompliance  hv  husinciss  a.ssociates 
with  rcigard  to  those  rciquirianents. 

Pro])osed  Rule 

In  accordance  with  .section  13404  of 
the  HITECH  Act.  we  projjosed  language 
in  §  104.500  to  clarify  that,  where 
ju'ovided.  the  standards,  niipurements. 
and  implementation  sjiecifications  of 
the  Privacy  Rule  apply  to  husine.ss 
a.ssociates. 

Overview  of  Public  Comments 

One  commenter  suggested  that  the 
Department  exjiand  the  apijlicahility  of 
the  Privacy  Rule  to  all  entities  that 
handle  individually  identifiable  health 
information.  Some  commenters 
r(;qne.sted  clarification  as  to  which 
provisions  of  the  Privacy  Rule  apply 
directly  to  husine.ss  as.sociates,  and  one 
commenter  recommended  ajjjilviug  all 
of  the  jirovisions  of  the  Privacy  Rule  to 
husine.ss  as.sociates,  including  requiring 
business  as.sociates  to  implement 
rea.sonahle  safeguards,  train  employe(;.s, 
and  designate  a  jjrivacy  official. 


Final  Rule 

The  final  rule  imjilements  the 
propo.sed  revisions  to  §  104.500.  While 
we  under.stand  commenters’  concerns 
regarding  the  uses  and  disclosures  of 
health  information  by  (intities  not 
covered  by  the  Privacy  Rule,  the 
Dejiartment  is  limited  to  applying  the 
HIPAA  Rules  to  tho.se  entities  covered 
by  HIPAA  (i.e.,  health  plans,  health  care 
clearinghou.ses,  and  health  care 
])rovider.s  that  conduct  covered 
transactions)  and  to  business  associates, 
as  provided  under  the  HITECH  Act. 

As  we  di.scuss  further  below,  section 
13404  of  the  HITECH  Act  creates  direct 
liability  for  imjiermissible  uses  and 
disclosures  of  protected  health 
information  by  a  business  associate  of  a 
covered  entity  “that  obtains  or  creates” 
protected  health  information  “pursuant 
to  a  written  contract  or  other 
arrangement  diiscribed  in 
§  104.502(e)(2)”  and  for  compliance 
with  the  other  })rivacy  provisions  in  the 
HITECH  Ac:t.  Section  13404  does  not 
create  direct  liability  for  business 
associates  with  regard  to  complianci; 
with  all  requirements  under  the  l^rivacy 
Rule  (i.e.,  does  not  treat  them  as  covered 
entities).  Therefore,  under  the  final  ride, 
a  business  associate  is  directly  liable 
under  the  Privacy  Rule  for  usi;s  and 
di.sclosures  of  protected  health 
information  that  are  not  in  accord  with 
its  business  associate  agreement  or  the 
Privacy  Rule.  In  addition,  a  business 
associate  is  directly  liable  for  failing  to 
disclose  jirotected  health  information 
when  required  by  the  Secretary  to  do  so 
for  the  Secretary  to  investigate  and 
determine  the  business  associate’s 
compliance  with  the  HIPAA  Rules,  and 
for  failing  to  disclose  protected  health 
information  to  the  covered  entity, 
individual,  or  individual’s  designee,  as 
necessary  to  satisfy  a  covered  entity’s 
obligations  with  respect  to  an 
individual’s  request  for  an  electronic 
copy  of  protected  health  information. 

See  §  104.5()2(a)(3)  and  (a)(4).  Further,  a 
business  associati;  is  directly  liable  for 
failing  to  make  reasonable  efforts  to 
limit  jirotected  health  information  to  the 
minimum  nece.ssary  to  accomplish  the 
intended  jinrpose  of  the  ii.se,  disclosure, 
or  reipiest.  See  §  104.502(1;).  Finally, 
business  associates  are  directly  liable  for 
failing  to  enter  into  business  associate 
agreements  with  subcontractors  that 
create  or  receive  ])rotected  health 
information  on  their  behalf.  See 
104.5()2(e)(l)(ii).  As  was  the  case 
under  the  Privacy  Rule  before  the 
HlTECiH  Act,  business  associates  remain 
contractually  liable  for  all  other  Privacy 
Rule  obligations  that  are  included  in 
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their  contracts  or  other  arrangements 
with  covered  entities. 

2.  Section  184. .501 — Definitions 

a.  Dcilinition  of  “Healtli  (lare 
Opinations” 

Proposed  Rule 

I’SQIA  provides,  among  other  things, 
that  Patient  Safety  Organizations  (PSOs) 
are  to  he  treated  as  hnsiness  a.ssociates 
of  covered  health  care  jiroviders. 

Further.  PSQIA  provides  that  the  patient 
.safety  activities  of  PSOs  are  ileemed  to 
l)(!  health  care  o])eration.s  of  covered 
health  care  providers  under  the  Privacy 
Rule.  See  42  D.S.O.  299l)-22(i).  To 
conform  to  these  statutory  provisions, 
we  proposcid  to  amend  paragraph  (1)  of 
the  definition  of  “health  care 
operations”  to  include  an  ex|)re.ss 
reference  to  patient  safety  activities,  as 
defined  in  the  PSQIA  implementing 
regulation  at  42  (]FR  3.20.  Many  health 
care  ])roviders  j)articipating  in  the 
voluntary  patient  safetv  ])rogram 
authorized  by  PSQIA  are  Hll’AA 
covered  entities.  I^SQIA  acknowledges 
that  siK:h  providers  must  al.so  com])ly 
with  the  Privacy  Rule  and  deems  patient 
safety  activities  to  he  health  care 
operations  under  the  Privacv  Rule. 

While  such  tyj)es  of  activities  are 
alnntdy  encomj)assed  within  paragraph 
(1)  of  the  definition,  which  addresses 
various  (juality  activities,  we  propo.sed 
to  expressly  include  j)atient  safety 
activities  within  paragraj)!!  (1)  of  the 
ilefinition  of  health  care  op(!rations  to 
conform  the  (hdinition  to  PSQIA  and  to 
eliminate  the  |)otential  for  confusion. 
This  modification  also  addresses  ])ul)lic 
comments  the  Department  received 
during  the  rulemaking  period  for  the 
P.SQIA  implementing  regulations,  which 
urged  the  Department  to  modifv  the 
definition  of  "health  care  oj)eration.s”  in 
the  Privacy  Rule  to  expressly  reference 
])atient  .safety  activities  so  that  the 
intersection  of  the  Privacv  and  PSQIA 
Rules  would  he  clear.  See  73  FR  70732, 
70780  (Nov.  21, 2008). 

{)v(!rview  of  Public  Comments 

The  Department  received  comments 
sup])orting  the  inclusion  of  jiatient 
.safety  activities  in  the  definition  of 
“health  care  operations.” 

P’inal  Rule 

The  final  rule  adopts  the  proposed 
modification. 

1).  Definition  of  “Marketing" 
l^roposiid  Rule 

'I’he  Privacy  Rnh;  recpiirixs  covenul 
entities  to  obtain  a  valid  authorization 
from  individuals  before  using  or 
disclosing  protected  health  information 


to  market  a  product  or  s(!rvice  to  them. 
See  §  l(i4.5()8(a)(3).  Section  184.501 
defines  “marketing”  as  making  a 
communication  about  a  product  or 
.service  that  encourages  r(H:ii)ient.s  of  tin; 
coimmmii:ation  to  purcha.se  or  use  the 
|)roduct  or  service,  l^nagraph  (1)  of  the? 
definition  includes  a  iuimh(;r  of 
excei)tion.s  to  marketing  for  certain 
luialth-related  comnuniications:  (1) 
(Communications  made  to  (hiscrilH!  a 
health-ndated  ])roduct  or  service  (or 
])ayment  for  such  product  or  .servit:e) 
that  is  j)rovided  by,  or  included  in  a 
plan  of  benefits  of,  the  covered  entity 
making  the  communications,  including 
communications  about:  The  entities 
participating  in  a  healthcare  ])rovider 
network  or  health  plan  network; 
re])lacement  of,  or  enhancements  to,  a 
health  i)lan:  and  health-related  products 
or  .services  available  only  to  a  health 
])lan  enrollee  that  add  value  to.  hut  an; 
not  part  of,  a  plan  of  benefits;  (2) 
communications  made  for  the  treatment 
of  the  individual:  and  (3) 
communications  for  case  management 
or  care  coortlination  for  the  individual, 
or  to  direct  or  recommend  alternative 
treatments,  therai)ie.s.  h(;alth  care 
providers,  or  settings  of  can;  to  the 
individual.  A  covcacal  entity  is 
p(!nnitt(;d  to  mak(!  the.se  exce])ted 
communications  without  an 
individuars  authorization  as  either 
treatment  or  health  care  operations 
communications,  as  appro|)riate,  und(!r 
the  Privacy  Rule.  In  addition,  the 
Privacy  Rule  does  not  recpiire  a  covimhkI 
entity  to  obtain  individual  authorization 
for  face-to-face  communications  or  to 
provide  only  jnomotional  gifts  of 
nominal  value  to  the  individual.  See 
§  184.5()8(a)(3)(i).  However,  a  covered 
entity  must  obtain  j)rior  written 
authorization  from  an  individual  to 
.send  communications  to  the  individual 
about  non-health  related  j)roduct.s  or 
.services  or  to  give  or  .sell  the 
individual’s  protected  health 
information  to  a  third  jjartv  for 
marketing.  Still,  concerns  have 
remained  about  the  ability  under  these 
provisions  for  a  third  party  to  ])ay  a 
covered  entity  to  .send  health-related 
communications  to  an  individual  about 
the  third  ])arty’s  products  or  services. 

Section  134()()(a)  of  the  IlITEC^H  Act 
limits  the  health-related 
communications  that  may  he  considered 
health  care  o])eration.s  and  thus,  that  are 
excepted  from  the  definition  of 
“marketing”  inuha'  the  Privacy  Rule,  to 
the  extent  a  covered  entity  receives  or 
has  received  direc:t  or  indirect  ])ayment 
in  exchange  for  making  the 
communication.  In  ca.ses  where  the 
covertul  entity  would  receive  such 


payment,  the  HITECH  Act  at  .section 
134()8(a)(2)(13)  and  (C)  retpiires  that  the 
covered  entity  obtain  the  individual’s 
valid  autluu’ization  prior  to  making  the 
communication,  or,  if  aj)j)lical)le,  prior 
to  its  business  a.ssociate  making  the 
communication  on  its  behalf  in 
accordance  with  its  written  contract. 
Section  1 34()8(a)(2)(A)  of  the  HITECH 
Act  includes  an  exce])tion  to  the 
payment  limitation  for  communications 
that  descril)(!  only  a  drug  or  biologic  that 
is  curreutly  being  pre.scribed  to  tbe 
individual  as  long  as  any  ])avment 
received  by  the  covered  entity  in 
exchange  for  making  the 
communication  is  reasonable  in 
amount.  Section  134()8(a)(3)  of  tbe  Act 
provides  that  the  term  “reasonable  in 
amount”  shall  have  the  meaning  given 
to  such  term  by  the  Sei;retary  in 
regulation.  Finally,  .section  i 3408(a)(4) 
of  the  Act  clarifies  that  the  term  “direct 
or  indirect  jiayment”  does  not  include 
any  payment  for  treatment  of  the 
individual.  VYe  believe  Congress 
intended  that  these  provisions  curtail  a 
covered  entity’s  ability  to  u.se  the 
excejitions  to  the  definition  of 
“marketing”  in  the  Privacy  Rule  to  send 
communications  to  the  individual  that 
are  motivated  more  by  commercial  gain 
or  other  commercial  j)ur])o.se  rather  than 
for  the  ])ur])ose  of  the  individual’s 
luialtb  care,  despite  the  communication 
being  about  a  health-related  product  or 
s(M’vice. 

'I'o  im])lement  the  marketing 
limitations  of  the  Hl'rECH  Act,  we 
propo.sed  a  number  of  modifications  to 
the  definition  of  “marketing”  at 
§184.501.  In  paragra]jh  (1)  of  the 
definition  of  “marketing,”  we  ])roj)o.sed 
to  maintain  the  general  concept  that 
“marketing”  means  “to  make  a 
communication  about  a  product  or 
service  that  encourages  reci])ients  of  the 
communication  to  jnirchase  or  u.se  the 
])roduct  or  service.”  In  j)aragra])h  (2)  of 
the  definition,  we  propo.sed  to  include 
three  excejjtions  to  this  definition  to 
encompass  certain  treatment  and  health 
care  o])erations  communications  about 
health-related  jnoducts  or  services. 

First,  we  projiosed  to  exclude  from  the 
definition  of  “marketing”  certain  health 
care  oj)erations  communications,  exce])t 
where,  as  j)rovided  by  the  HITECH  Act, 
the  covered  entity  receives  financial 
remuneration  in  exchange  for  making 
the  communication.  This  would 
encom])a.s.s  communications  to  describe 
a  health-related  i)roduct  or  .service  (or 
payment  for  such  j)roduct  or  service) 
that  is  provided  by,  or  included  in  a 
plan  of  lamefits  of,  the  covered  entity 
making  the  ct)nnnunication,  as  well  as 
communications  for  case  management 
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or  care  coordination,  contacting  of 
individuals  with  information  about 
treatment  alternatives,  and  related 
functions  (to  the  extent  these  activities 
did  not  constitute  “treatment”). 

Although  the  liri’I-XiH  Act  uses  the 
term  “direct  or  indirect  payment"  to 
describe  the  limitation  on  permissible 
health  can;  operations  disclosures,  the 
pro])o.sed  rule  .substituted  the  term 
“financial  remuneration”  to  avoid 
confusion  with  tlie  term  “payment.” 
which  is  defined  in  the  l^rivacy  Rule  to 
mean  payment  for  health  care,  and  for 
consistency  with  the  Privacy  Rule’s 
current  authorization  requirement  for 
marketing  at  ^  lB4.,5()8(a)(3),  which  uses 
the  term  “remuneration.”  We  propo.sed 
to  define  “financial  remuneration”  in 
paragraph  (3)  of  the  definition  of 
“marketing”  to  mean  direct  or  indirect 
payment  from  or  on  behalf  of  a  third 
party  whose  j)rodnct  or  service  is  being 
described.  We  also  j)ropos(;d  to  make 
clear,  in  accordance  with  section 
134()(i(a)(4)  of  the  HITECH  Act,  that 
financial  remuneration  does  not  include 
any  direct  or  indirect  payment  for  the 
treatment  of  an  individual. 

Additionallv,  because  the  HITECH 
Act  refers  expressly  to  “payment,” 
rather  than  remuneration  more 
generally,  the  ])roposed  rule  specified 
that  only  the  recei])t  of  financial 
remuneration  in  exchange  for  making  a 
communication,  as  o])]Josed  to  in-kind 
or  any  other  ty|)e  of  r(;muneration,  is 
r(;levant  for  jjurpo.ses  of  the  definition  of 
marki;ting.  We  also  i)roi)osed  a 
conforming  change  to  the  recpdred 
authorization  provisions  for  marketing 
communications  at  §  l(j4.,5()8(a)(3)  to 
add  the  term  “financial”  before 
“remuneration”  and  to  refer  to  the  new 
definition  of  “financial  remuneration.” 

The  projjosed  rule  emphasized  that 
financial  remuneration  for  ]Jurpo.se.s  of 
the  definition  of  “marketing”  mu.st  be  in 
exchange  for  making  the 
communication  itself  and  be  from  or  on 
bi;half  of  the  entity  whose  product  or 
service  is  being  described.  Thus,  under 
the.se  proposed  provisions,  an 
authorization  would  be  retpured  ])rior  to 
a  covered  entity  making  a 
communication  to  its  ])atients  regarding 
the  acqinsition  of,  for  example,  new 
.state  of  the  art  medical  eciuipment  if  the 
eeiuipment  manufacturer  paid  the 
covered  entity  to  send  the 
communication  to  its  j)atients;  but  not  if 
a  local  charitable  organization,  such  as 
a  breast  cancer  foundation,  funded  the 
covered  entity’s  mailing  to  patients 
about  new  .state  of  the  art 
mammograj)hy  screening  (;(iuipment. 
Furthermore,  it  would  not  constitute 
marketing  and  no  authorization  would 
be  re(]uired  if  a  hosjiital  sent  livers  to  its 


patients  announcing  the  opening  of  a 
new  wing  when;  the  funds  for  the  new 
wing  were  donated  by  a  third  ])arty, 
since  the  financial  r(;muneration  to  the 
hospital  from  the  third  ])arty  was  not  in 
exchange  for  the  mailing  of  the  flyers. 

S(;cond,  we  pro])osed  to  include  the 
statutory  exception  to  marketing  at 
section  1340()(a)(2)(A)  for 
communications  regarding  refill 
reminders  or  otherwise  about  a  drug  or 
biologic  that  is  curr(;ntly  t)(;ing 
pre,scrib{;d  for  the  individual,  ])rovided 
any  financial  remuneration  received  by 
the  covered  entity  for  making  the 
communication  is  rea.sonably  related  to 
the  covered  entity’s  cost  of  making  the 
communication.  The  Act  expresslv 
identifies  these  types  of 
communications  as  being  exempt  from 
the  remuneration  limitation  only  to  the 
extent  that  any  payment  received  for 
making  the  communication  is 
reasonable  in  amount.  We  requested 
comment  on  the  scope  of  this  excei)tion, 
that  is,  whether  communications  about 
drugs  that  are  related  to  the  drug 
currently  t)(;ing  pre.scribed,  such  as 
communications  regarding  generic 
alternatives  or  new  formulations  of  the 
drug,  should  fall  within  the  exception. 
We  akso  re(|ue.sted  comment  on  the 
types  and  amount  of  costs  that  should 
be  allowed  under  this  |)rovi.sion.  We 
noted  that  we  had  considered  projiosing 
a  re()uirem(;nt  that  a  covered  entity 
could  only  receive;  finanedal 
remuneration  for  making  such  a 
communication  to  the  extent  it  elid  not 
exceed  the  actual  cost  to  make  the 
communication.  However,  because  we 
were  concerned  that  such  a  ri;{juirement 
would  impose  the  additional  burden  of 
calculating  the  costs  of  making  each 
communication,  we  ])ropo.sed  to  allow 
costs  that  are  r(;a.sonably  n;lat(;d  to  a 
covered  entity’s  cost  of  making  the 
communication. 

Third,  we  j)roj)osed  to  exclude  from 
marketing  treatment  communications 
about  health-related  products  or 
services  by  a  h(;alth  care  provid(;r  to  an 
individual,  including  communications 
for  casi;  management  or  care 
coordination  for  the  indivi final,  or  to 
direct  or  recommend  alternative 
treatments,  therapies,  health  care 
providers,  or  settings  of  care  to  the 
individual,  jirovided,  however,  that  if 
the  communications  are  in  writing  and 
financial  remuneration  is  received  in 
exchange  for  making  the 
communications,  certain  notice  and  opt 
out  conditions  are  met.  While  section 
134()(i(a)  of  the  HITECiH  Act  expre.ssly 
provides  that  a  communication  to  an 
individual  about  a  health-related 
product  or  service  where  the  covered 
entity  receives  payment  from  a  third 


party  in  exchange  for  making  the 
communication  shall  not  be  considered 
a  health  care  operation  (enqjhasis 
added)  under  the  Privacy  Rule,  and  thus 
is  marketing,  it  is  unclear  how  Congre.ss 
intended  these  ])rovisions  to  apply  to 
treatment  communications  between  a 
health  care  j)rovider  and  a  ptitient. 
Specifically,  it  is  unclear  whether 
(iongress  intended  to  restrict  only  tho.se 
sub.sidiz(;d  communications  ahout 
products  and  services  that  are  less 
essential  to  an  individual’s  health  care 
(i.e..  those  cla.ssified  as  health  care 
oj)erations  communications)  or  all 
subsidized  communications  about 
products  and  .services,  including 
treatment  communications.  Given  this 
ambiguity  and  to  avoid  undue 
int(;rf(;rence  with  tn;atment 
communications  between  the  individual 
and  a  health  care  jjrovitler,  we  jirojjosed 
to  continue  to  allow  subsidized 
treatment  communications,  but 
conditioned  on  providing  the  individual 
with  notice  and  an  ojjportunity  to  opt 
out  of  receiving  such  communications. 
Specifically,  to  ensure  the  individual  is 
aware  that  he  or  she  may  r(;ceive 
subsidized  tr(;atment  communications 
from  his  or  her  provider  and  has  the 
opportunity  to  elect  not  to  receive  tlu;m, 
the  i)ropo.sed  rule  would  have  recpiired 
at  §  184. .514(f)(2)  that:  (1)  The  covered 
health  care  i)rovider’.s  notice  of  privaev 
])ractices  include  a  statement  informing 
individuals  that  the  provider  mav  send 
treatment  communications  to  the 
individual  concerning  treatment 
alternatives  or  oth(;r  health-related 
products  or  services  where  the  provider 
receives  financial  remuneration  from  a 
third  party  in  exchange  for  making  the 
communication,  and  the  individual  has 
a  right  to  opt  out  of  receiving  such 
communications:  and  (2)  the  treatment 
communication  it,self  disclose  the  fact  of 
remuneration  and  proviile  the 
individual  with  a  clear  and  conspicuous 
opportunity  to  elect  not  to  receive  any 
further  such  communications.  We 
re(jue.st(;d  comment  on  how  the  opt  out 
should  ap])ly  to  future  subsidized 
treatment  communications  (i.e.,  shonld 
the  0])t  out  prevent  all  future  subsidized 
treatment  communications  by  the 
provider  or  ju.st  those  dealing  with  the 
])articular  product  or  service  de.scribed 
in  the  current  communication?).  We 
akso  re(|ue.sted  comment  on  the 
workability  of  recjuiring  health  care 
provid(;r.s  that  intend  to  send  subsidized 
treatment  communications  to 
individuals  to  provide  an  individual 
with  the  o])portunity  to  opt  out  of 
receiving  such  communications  prior  to 
the  individual  receiving  the  first 
communication  and  what  mechanisms 
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could  h(!  put  into  place  to  implement 
such  a  retiuirement. 

('liven  that  the  new  marketing 
limitations  on  the  receij)t  ol 
remuneration  hy  a  covered  entity  would 
a])j)ly  differently  depending  on  whether 
a  communication  is  for  treatment  or 
health  care  operations  ptirpo.ses.  and 
that  di.stinguishing  such 
communications  may  in  many  cases  call 
for  close  judgments,  we  requested 
comment  on  the  alternatives  of 
excluding  treatment  communications 
altogether  even  if  they  involve  financial 
remuneration  from  a  third  party  or 
recpiiring  individual  authorization  for 
both  treatment  and  health  c;are 
operations  communications  made  in 
exchange  for  financial  remuneration. 

Finally,  we  pro|)o.sed  to  remove  the 
language  defining  as  marketing  an 
arrangement  between  a  covered  entity 
and  any  other  entity  in  which  the 
covered  entitv  discloses  protected 
health  information  to  the  other  entity,  in 
exchange  for  remuneration,  for  the  other 
entity  or  its  affiliate  to  make  a 
communication  about  its  own  product 
or  service  that  encourages  recijiienls  of 
the  communication  to  purchase  or  use 
that  |)rodiu:t  or  .service,  since  such 
activity  would  now  constitute  a 
prohibited  "sale”  of  protected  health 
information  under  section  134().'>(d}  of 
the  Hri’FCdl  Act  and  the  projiosed  rule. 

Overview  iif  Public  ('.omments 

Several  commenters  asked  as  a 
general  matter  that  the  final  rule  retain 
the  current  definition  of  "marketing" 
and  that  no  changes  to  this  jirovision  he 
implemented.  With  resjiect  to 
subsidized  treatment  communications, 
many  commenters  expre.s.sed  support  for 
the  decision  in  the  NPRM  to  not  require 
authorizations  for  such 
communications,  and  several  argued  for 
removing  even  the  opt  out  reriuirement. 
Other  commenters  believed  that  all 
communications  in  which  the  covered 
entity  receives  financial  remuneration 
for  making  the  communication, 
regardless  of  whether  the 
communication  is  for  treatment 
purposes,  should  he  considered 
marketing  and  nupiire  authorization. 

While  many  commenters  were 
generally  in  .suj)port  of  not  nujuiring 
authorization  for  treatment 
communications,  at  the  .same  time, 
.several  commenters  expres.sed  concern 
with  the  difficulty  of  di.stinguishing 
between  treatment  communications  and 
communications  for  health  care 
o|)eration.s  purposes.  The.se  c:ommenter.s 
stated  that  additional  clarification 
r(!garding  this  distinction  would  he; 
lunaled  to  he  able  to  im])lement  the 
NPRM’s  marketing  provisions.  Several 


commenters  .stated  that  while  tin; 
distinction  may  he  clear  in  some  limited 
circum.stances,  then;  are  other 
circumstances  where  it  may  he  difficult 
for  covered  entities  to  determine  what 
type;  of  communication  they  are  sending 
and  wheth(;r  authorization  or  just 
disclosure  in  the  notice  of  privaev 
j)ractices  and  the  opportunitv  to  opt  out 
would  he  required.  For  example,  while 
the  NPRM  stated  that  whether  a 
communication  is  being  made  for 
treatment  purposes  or  for  health  can; 
operations  j)ur])o.se.s  would  de|)end  on 
the  extent  to  which  the  covered  entity 
is  making  the  communication  in  a 
l)opulation-ha.sed  fashion  (health  care 
ojjerations}  or  to  further  the  treatment  of 
a  j)articular  individual's  health  care 
status  or  condition  (treatment),  many 
commenters  .stated  that  then;  may  he 
circumstances  in  which  a  covered  entity 
provides  a  j)opidation-l)a.sed 
communication  to  further  the  treatment 
of  the  health  can;  .status  or  condition  of 
an  entire  group  of  indiviiluals.  Other 
commenters  .sugg(;.sted  that  the 
distinction  between  communications  for 
treatment  and  those  for  h(;alth  care 
operations  purpo.ses  should  1)(;  madi; 
ha.s(;d  on  the  (;ntity  ])roviding  tin; 
communication:  If  a  h(;alth  care 
])rovider  is  |)roviding  the 
communication,  it  should  he  deemed  for 
treatment  purpos(;.s:  howev(;r.  if  the 
communication  is  made  hy  a  coven;d 
entity  other  than  a  health  care  provider, 
the  d(;termination  should  Ik;  hasi;d  on 
whether  the  communication  is 
individual  (treatment)  or  jjopulation 
ha.sed  (health  care  operations). 

With  respect  to  the  subsidized 
treatment  communications,  ct)mmenter.s 
oj)])osed  to  the  opt  out  notification 
generally  took  one  of  three  ]K)sition.s: 

All  such  communications  should 
r(;(]uire  authorizations  to  h(;st  protect 
patient  privacy;  an  o])t  in  method  would 
lK;tter  jiermit  individuals  to  make  more 
informed  choices  about  whether  to 
receive  such  communications;  ora 
covered  (;ntity  should  h(;  permitted  to 
make  th(;se  communications  without  an 
opj)ortunity  to  opt  out,  l)(;cause  of 
unintended  effects  that  may  adver.sely 
affect  the  (]uality  of  care  provided.  Some 
commenters  a.sk(;d,  if  the  opt  out 
re(pnn;ment  is  r(;tained,  that  (XIR 
ensure  that  covered  entities  are  given 
significant  flexibility  in  det(;rmining 
how  best  to  im|)l(;ment  the  opt  out 
r(;(]uirement. 

Additionally,  the  vast  majority  of 
commenters  did  not  believe  there 
should  Ik;  an  opportunity  to  o])t  out  of 
receiving  suh.sidiz(;d  tn;atm(;nt 
communications  prior  to  receipt  of  the 
first  such  communication.  The 
commenters  h(;lieved  that  retpiiring  an 


opportunity  to  opt  out  prior  to  the  fir.st 
communication  would  Ik;  too  costly  and 
hurdensome  for  most  covered  entiti(;s. 
Many  also  noted  that  the  statement  in 
the  notice  of  privacy  practices,  which 
would  inform  individuals  of  th(;ir 
o])tion  to  ()])t  out  of  r(;ceiving  .suh,sidiz(;d 
tr(;atm(;nt  communications,  could  .serve 
as  an  opportunity  to  o])t  out  lK;fore  the 
first  communication.  Some  comment(;rs 
(;xpres.s(;d  concern  even  with  including 
a  statement  in  the  notice  of  privacy 
jK'actices  because  of  the  cost  associated 
with  modifying  notices  to  do  so. 

With  re.s])ect  to  tin;  scojie  of  the 
pro]K).sed  opt  out,  mo.st  commenters 
lK;lieved  that  the  o])t  out  should  ajjply 
only  to  subsidized  treatment 
communications  related  to  a  specific 
product  or  service  and  should  not  a])ply 
univ(;r.sally  to  all  similar  future 
communications  from  the  cover(;d 
entity.  These  commenters  stated  that  it 
would  he  difficult  for  an  individual  to 
elect,  in  a  meaningful  way.  not  to 
receive  all  future  subsidized  treatment 
communications  because  he  or  she 
would  not  know  exac:tly  what  he  or  she 
is  o])ting  out  of  without  receiving  at 
l(;a.st  one  communication.  Other 
commenters  believed  that  while  a 
product  or  service-specific  ap])lication 
of  the  o])t  out  would  he  ideal,  it  is 
sinqjly  unrealistic  and  infeasible  for 
covered  entities  to  he  able  to  implement 
such  a  policy.  The.se  commenters  stated 
that  a  universal  o|)t  out,  which  would 
a]j|)ly  to  all  future  subsidized  treatment 
communications,  would  he  much 
.sim})ler  and  easier  for  covered  entities 
to  implement.  Additionally,  while  some 
commenters  believed  that  individuals 
.should  he  able  to  decide  whether  they 
want  to  opt  out  of  specific  subsidized 
tr(;atment  communications  or  all  future 
such  communications,  most 
commenters  supjjorted  giving  covered 
entities  the  flexibility  to  determine  the 
scope  of  this  ojit  out  provision  based  on 
their  own  specific  cajiahilities.  Many  of 
the.se  c:onnnenters  also  suggested  that 
tin;  final  rule  ])ermit  individuals  who 
have  o])ted  out  of  receiving  such 
communications  to  opt  hack  in  to 
r(;ceive  future  notices  using  the  same 
methods  through  which  the  individuals 
had  oj)ted  out. 

The  Department  also  received  several 
comments  on  the  definition  of 
“financial  remuneration.”  Several 
commenters  .siq)i)orted  the  Nl’RM's 
definition  of  "financial  remuneration”; 
however,  many  commenters  asked  for 
clarification  regarding  the  .sco])e  of  the 
definition  and  the  nu;aning  of  the 
phra.se  “direct  or  indirect  payment.”  For 
examph;,  some  commenters  asked  for 
confirmation  that  non-financial  benefits 
did  not  constitute  financial 
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nMuunoration,  while  other  commenters 
wanted  the  ex(:(;])tion  for  refill 
reminders  (that  is,  the  communication  is 
not  marketing  as  long  as  the  financial 
remuneration  does  not  exceed  the 
related  costs  of  the  communication)  to 
a])j)ly  more  broadly  to  all  marketing 
communications.  Additionallv.  some 
commenters  suggested  that  the  final  rule 
clarify  that  only  financial  remuneration 
in  (;xchange  for  sending  a 
communication  triggers  either  the 
authorization  or  the  statement  of  notice 
and  opt  out  reciuirement  and  not  the 
exchange  of  financial  remuneration  for 
the  development  or  funding  for 
])rograms.  which  may  include  the 
sending  of  a  commnnication.  These 
commenters  generally  suggested  that  the 
final  rule  give  covered  entities  the 
llexihility  to  determine  whether  the 
financial  remuneration  received  is  trulv 
in  exchange  for  making  the 
communication. 

We  received  a  gnxit  deid  of  ])id)lic 
comment  on  the  exce])tion  to  the 
definition  of  “marketing”  for  providing 
refill  reminders  or  to  otherwi.se 
communicate  about  a  drug  or  biologic 
currently  being  prescrihtul  for  the 
individual  where  tin;  onlv  financial 
remuneration  received  by  the  covered 
entity  in  exchange  for  making  the 
communication  is  reasonably  related  to 
the  covered  entity’s  cost  of  making  tlu; 
communication.  In  general,  most 
commenters  supported  this  exception; 
however,  a  finv  c:omm(mt(!rs  disagreed 
with  the  excejhion  and  felt  that  refill 
reminders  should  he  treated  as 
treatment  communications  recpuring  a 
.statement  in  the  notice  and  an 
opjjortunity  to  oi)t  out  if  the 
c:ommunication  is  subsidized.  Many 
commenters  expres.sed  the  need  for 
guidance  on  the  scope  of  this  exce])tion 
and  stated  that  certain  communications 
.should  fall  into  the  excej)tion.  such  as 
communications  about  generic 
alternativ(!S  and  drug  adherence,  and 
communications  related  to  every 
comjjonent  of  a  drug  or  biologic 
delivery  system  (esj)ecially  where 
patients  must  self-admini.ster 
medication).  Some  commenters 
s])ecifically  asked  that  the  final  rule 
exclude  certain  types  of 
communications  from  this  exception. 

With  respect  to  the  projjosed  cost 
limitation  on  the  refill  reminder 
exception,  whih;  some  commenters 
suggested  that  the  cost  he  limited  to 
either  the  actual  cost  or  the  fair  market 
value  of  jjioviding  the  communication, 
generally,  mo.st  commenters  suj)ported 
the  position  that  rea.sonahly  related 
costs  should  not  he  limited  to  actual 
costs.  Many  of  the  commenters  in 
support  of  a  broad  interpretation  of 


co.sts  “rea.sonahly  related”  to  |)roviding 
the  communication  suggested  specific 
co.sts  that  .should  he  permitted  under 
this  exception,  such  as  costs  of 
personnel,  data  .storage,  data  processing, 
data  analysis,  data  .security,  .software, 
hardware,  em])loyee  training,  message 
content  development,  clinical  review, 
])ostage,  mat(!rials,  drug  adherence 
program  development,  formulary 
development,  and  the  creation  and 
implementation  of  analytics  to  mea.sure 
the  effectiveness  of  the  communication. 
Several  commenters  noted  that  it  would 
he  unrealistic  to  expect  a  covered  entitv 
to  perform  such  non-(!.ssential  functions 
as  sending  refill  reminders  and  other 
related  communications  if  they  could 
not  recoil])  both  their  direct  and  indirect 
co.sts  as  well  as  a  modest  ])rofit. 

Final  Rule 

The  final  rule  significantly  modifies 
the  j)ropo.sed  rule’s  approach  to 
marketing  by  reipiiring  authorization  for 
all  treatment  and  health  care  operations 
communications  where  the  covered 
entity  receives  financial  remuneration 
for  making  the  communications  from  a 
third  ])arty  whose  ])roduct  or  service  is 
being  marketed.  Manv  of  the  comments 
we  received  in  respon.se  to  the  i)ro])osed 
marketing  ])rovi.sions  concerned  the 
distinction  between  communications  for 
treatment  and  those  for  health  care 
o])eration.s  pur])o.se.s  and  .sought 
clarification  on  the  line  between  such 
communications.  We  acknowledge  that 
the  di.stinction  between  what  constitutes 
a  treatment  versus  a  health  care 
oi)eration.s  communication  may  he 
difficult  to  make  with  precision  in  all 
ca.ses,  placing  covered  entities  at  risk  for 
violating  the  authorization  reijuirement 
for  marketing  communications.  We, 
therefore,  believe  that  reijuiring 
authorizations  for  all  subsidized 
communications  that  market  a  health 
related  product  or  service  is  the  best 
])olicy.  Such  a  ])olicy  will  ensure  that  all 
such  communications  are  treated  as 
marketing  communications,  in.stead  of 
reipiiring  covered  entities  to  have  two 
jnoces.ses  in  ])lace  based  on  whether  the 
communication  |)rovided  to  individuals 
is  for  a  treatment  or  a  health  care 
operations  purpo.se.  We  decline  to  retain 
the  Privacy  Ride’s  definition  of  what 
constitutes  “marketing”  unchanged,  as 
sugge.sted  by  .some  commenters,  as 
doing  so  would  he  inconsistent  with  the 
provisions  of  the  Section  134()()(a)  of  the 
HITECH  Act. 

Becan.se  the  final  rule  treats 
subsidized  treatment  communications 
as  marketing  communications  that 
reipiire  authorization,  we  have  not 
adopted  the  notice  reipiirement  at 
j)roj)osed  §  l()4.520(h)(l)(iii)(A)  that  a 


covered  entity’s  notice  of  jirivacv 
jiractices  include  a  statement  informing 
individuals  that  the  provider  may  .send 
treatment  communications  to  the 
individual  concerning  treatment 
alternatives  or  other  health-related 
])roduct.s  or  .services  where  the  jnovider 
receives  financial  remuneration  from  a 
third  jiarty  in  exchange  for  making  the 
communication,  and  the  individual  has 
a  right  to  o])t  out  of  receiving  .such 
communications.  We  also  do  not  retain 
the  notice  reipiirement  that  existed  at 
§  l(i4.52()(h)(l)(iii)  jnior  to  this  final  rule 
that  a  covered  entity  include  in  its 
notice  of  jirivacy  jiractices  a  statement 
that  the  covered  entity  may  contact  the 
individual  to  jirovide  apjiointment 
reminders  or  information  about 
treatment  alternatives  or  other  health- 
related  benefits  and  services  that  mav  be 
of  interest  to  the  individual.  Where  the 
sending  of  such  communications 
involves  financial  remuneration,  the 
individnal  will  he  notified  of  such 
communications  through  the 
authorization  jirocess.  Other 
communications  for  such  purjDo.ses  that 
do  not  involve  financial  remuneration 
are  adequately  cajitured  in  a  covered 
entity’s  descrijition  in  its  notice  of 
privacy  jiractices  of  treatment  and 
health  care  ojierations.  However, 
c.overed  entities  that  wish  to  continue  to 
include  such  a  sjiecific  statement  in 
their  notices  of  jirivacy  jiractices  may  do 
so.  For  further  di.scussion  aliout  the 
Notice  of  Privacy  Practices,  jilease  .see 
the  discu.ssion  addressing  the  jirovisions 
at  §  184. .'520  below. 

We  ailojit  the  term  “financial 
remuneration”  and  its  definition  as 
jirojiosed  without  modification  in  the 
final  rule.  Most  commenters  were 
generally  satisfied  with  the  jirojiosed 
use  of  the  term  and  its  definition.  There 
was,  however,  some  confusion  among 
commenters  as  to  what  constitutes 
direct  or  inilirect  jiayment  from  or  on 
behalf  of  a  third  jiarty.  \Vv.  clarifv  that 
under  this  jirovision  direct  jiayment 
means  financial  remuneration  that  Hows 
from  the  third  jiarty  whose  jiroduct  or 
.service  is  being  de.scrihed  directly  to  the 
covered  entity.  In  contrast,  indirect 
Jiayment  means  financial  remuneration 
that  flows  from  an  entity  on  behalf  of 
the  third  jiarty  who.se  jirodnct  or  service 
is  being  de.scrilied  to  a  covered  entity. 

We  al.so  clarifv  that  where  a  business 
associate  (including  a  sulicontractor),  as 
ojijiosed  to  the  covered  entity  it.self, 
receives  financial  remuneration  from  a 
third  Jiarty  in  exchange  for  making  a 
communication  ahout  a  jiroduct  or 
.service,  such  communication  al.so 
requires  jirior  authorization  from  the 
individual.  The  HlTEfiH  Act  at  Section 
134()(i(a)(2)(C)  jirovides  that  a  business 
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associate  may  make  sucli 
communications  on  behalf  of  a  covered 
entity  if  consi.stent  witli  the  written 
contract  recjuinul  hy  the  l^rivacy  Rule 
iMitween  the  business  associate  and 
c:overed  entity.  The  Privacy  Rule  a 
§  l(i4..5()4(el(2l(il  jjrovides  that  the 
contract  may  not  authorize  the  husine.ss 
a.ssociate  to  further  u.sc;  or  disclo.se  the 
jM’otected  health  information  in  a 
manner  that  would  violate  the  Rule  if 
done  by  the  covered  entity  (except  in 
two  limited  cinannstances  not  relevant 
here}.  Thus,  individual  authorization 
also  mu.st  he  obtained  if  a  business 
a.ssociate  is  to  send  these 
communications  instead  of  the  covered 
entity. 

We  also  confirm,  in  response  to 
comments,  that  the  term  "financial 
remuneration”  does  not  include  non- 
financial  benefits,  such  as  in-kind 
iMMiefits.  provided  to  a  covered  entity  in 
exchange  for  making  a  communication 
about  a  product  or  service.  Rather, 
financial  remuneration  includes  only 
payments  nuule  in  exchange  for  making 
such  communications.  In  addition,  we 
continue  to  emi)hasize  that  the  financial 
remuneration  a  covered  entity  receivers 
from  a  third  party  mu.st  he  for  the 
purpose  of  making  a  communication 
and  such  communication  mu.st 
encourage  individuals  to  ])urchase  or 
u.se  the  third  partv's  j)roduct  or  service. 

If  the  financial  nmiuneration  received 
by  the  covered  entity  is  for  any  jjurpose 
other  than  for  making  the 
communication,  then  this  marketing 
provision  does  not  ap|)lv.  For  examj)le. 
if  a  third  j)arty  |)rovide.s  financial 
nmiuneration  to  a  covered  entity  to 
imjilement  a  jirogram.  such  as  a  disease 
management  program,  the  covered 
entity  could  provide  individuals  with 
communications  about  the  program 
without  obtaining  individual 
authorization  as  long  as  the 
communications  are  about  the  cox'ered 
entity's  program  it.self.  There,  the 
communications  would  only  he 
encouraging  individuals  to  jiarticipate 
in  the  covered  entity’s  disea.se 
management  program  and  would  not  he 
encouraging  individuals  to  u.se  or 
purchase  the  third  party's  jiroduct  or 
.service. 

Under  the  final  rule,  for  marketing 
communications  that  involve  financial 
remuneration,  the  covered  entity  must 
obtain  a  valid  authorization  from  the 
individual  hefore  using  or  di.sclosing 
jirotected  health  information  for  such 
purposes,  and  such  authorization  must 
di.sclose  the  fact  that  the  covered  entity 
is  receiving  financial  remuneration  from 
a  third  party.  See  S  l(j4.5()8(al(3l.  The 
.scope  of  the  authorization  need  not  he 
limited  onlv  to  suhsidized 


communications  related  to  a  single 
Jiroduct  or  service  or  the  jiroducts  or 
.services  of  one  third  jiarty,  hut  rather 
may  ajijily  more  broadly  to  subsidized 
communications  generally  so  long  as  the 
authorization  adecjuatidy  de.scrihes  the 
intended  jiurjio.ses  of  the  reejuested  u.ses 
and  disclosures  (i.e.,  the  scojie  of  the 
authorization!  <uul  otherwise  contains 
the  elements  and  .statements  of  a  valid 
authorization  under  I(i4..5()8.  This 
includes  making  clear  in  the 
authorization  that  the  individual  may 
revoke  the  authorization  at  any  time  he 
or  .she  wishes  to  .stoji  receiving  the 
marketing  material. 

Because  the  final  rule  will  treat  all 
suhsidized  treatment  communications 
as  marketing  communications  for  which 
an  authorization  is  retjuired.  the  final 
rule  also  removes  the  language  at 
jirojiosed  l()4.514(fl(2l,  which 
jirojiosed  to  retjuire  that  such 
communications  he  accomjianied  hv  a 
statement  in  the  notice  and  an 
()|)|)ortunity  for  the  individual  to  ojit  out 
of  receiving  such  communications.  We 
believe  that  the  removal  of  the  notice 
and  ojit  out  requirements  for  such 
communications  and  the  addition  of  the 
reejuirement  to  obtain  an  authorization 
will  |)rovide  covered  entities  with  a 
more  uniform  system  for  treating  all 
remunerated  connnunit:ations.  Because 
th(!  individual  must  now  sign  an 
authorization  hefore  the  cov(;red  entity 
can  make  subsidized  treatment 
connnunii:ations.  then;  is  no  longer  anv 
need  to  reejuire  each  such 
communication  to  contain  a  clear  and 
cons])icuous  o])|)ortunity  for  the 
individual  to  elect  not  to  receive  any 
more  of  these  communications.  Where 
the  individual  signs  an  authorization  to 
receive  such  communications,  the 
covenul  entity  may  use  and  di.sclo.se  the 
individual's  jmdected  health 
information  for  the  i)uri)oses  of  making 
such  communications  unless  or  until 
the  individual  revokes  the  authorization 
jjursuant  to  ^  1(i4..508(al(.5l.  If  the 
individual  does  not  authorize!  the 
covered  entity  to  use  and  di.sclose  the 
individual’s  protected  health 
information  for  the  |)urj)o.ses  of  making 
suhsidized  treatment  communications, 
then  the  covered  entity  is  |)rohihit(!d 
from  doing  so. 

We  clarify  that  the  final  rule  does 
nothing  to  modify  the  excejetions  to  the 
authorization  nKiuiniinent  for  marketing 
communications  at  ^  1(i4..5()8(a)(3)(i)(Al 
and  (BJ.  Therefore,  no  authorization  is 
nujuired  when!  a  covered  entity  receives 
financial  remuneration  from  a  third 
])arty  to  make  a  treatment  or  health  care 
oj)erations  communication  (or  other 
marketing  communication),  if  the 
communication  is  made  face-to-face  hv 
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a  covered  entity  to  an  individual  or 
consists  of  a  jnomotional  gift  of  nominal 
value  |)rovid(!d  by  the  cover(!d  entity. 

For  exami)le.  a  health  care  |)rovider 
could,  in  a  face  to  face  conversation 
with  the  individual,  rec;onnnend, 
v(!rhally  or  hy  handing  the  individual 
written  materials  such  as  a  ])am|)hlet, 
that  the  individual  take  a  s])ecific 
alternative  niedic:ation,  even  if  tlu! 
])rovider  is  otherwise  |)aid  by  a  third 
j)arty  to  make  sm;h  connnunic:ations. 
however,  connnunic:ations  made  over 
the  |)hone  (as  well  as  all 
communications  s(!nt  through  the  mail 
or  via  email)  do  not  constitut(!  face  to 
face  connnunic:ations,  and  as  such,  these 
communications  require  individual 
authorization  where  the  covered  entity 
receives  remuneration  in  exchange  for 
making  the  communications. 

With  respect  to  the  excejjtion  for  refill 
reminders  or  to  otherwise  communicate 
about  a  drug  or  biologic  currently  being 
jnesca  ihed  to  the  individual,  we  adojit 
the  excejjtion  as  ])ropo.sed.  We  continue 
to  j)rovide  a  .stand-alone  exce])tion  for 
refill  reminders,  given  that  the  HITECH 
Act  ex])r(!ssly  does  so.  W(!  therefore 
decline  to  acloj)!  the  sugge.stions  of 
connnenters  to  consid(!r  these 
communications  to  s])(!cifically  he 
treatment  communications  (which 
would  hav(!  reejuired.  under  the 
jH’ovisions  of  the  j)ro])osed  rule,  notice 
and  an  oi)])ortunity  to  o])t  out  where  the 
covered  entity  receives  financial 
rennmeration),  or  health  care  o])erations 
connmmications  (whic:h  reejuire 
authorization  if  financial  rennmeration 
is  received). 

Many  connnenters  asked  for  guidance 
and  clarification  regarding  the  sco])e  of 
this  excejdion.  and  we  received  a  wide 
array  of  examjdes  of  communications 
that  connnenters  suggested  should  fall 
within  this  excejdion.  At  this  time,  we 
clarify  that  we  c:on.sider 
communications  about  the  generic 
etjuivalent  of  a  drug  being  jjrescrihed  to 
an  individual  as  well  as  adherence 
communications  encouraging 
individuals  to  take  their  })rescrihed 
medication  as  directed  fall  within  the 
.scoj)e  of  this  excejjtion.  Additionally, 
we  clarify  that  where  an  individual  is 
])re.scrihed  a  self-administered  drug  or 
l)iologic,  communications  regarding  all 
asj)ects  of  a  drug  delivery  .system, 
including,  for  examjjle,  an  insulin 
])nm]),  fall  under  this  exce|)tion.  With 
res])ect  to  the  array  of  other  exanij)les 
and  suggestions  j)rovided  by 
connnenters  as  to  what  should  fall 
within  or  outside  of  the  excejition,  we 
intend  to  j)rovide  future  guidance  to 
address  these  (juestions. 

The  pro])os(!d  rule  contained  the  Act’s 
limitation  that  the  financial 
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remuneration  received  in  exchange  for 
providing  a  refill  reminder  or  to 
otherwise  communicate  al)out  a  drug  or 
biologic  currently  being  ])rescrihed  to 
the  individual  must  he  “rea.souahle  in 
amount,”  by  ])rovi(ling  that  such 
remuneration  must  he  reasonahlv 
related  to  the  covered  entity’s  cost  of 
making  the  conuuuni{:ation  for  the 
excej)tion  from  marketing  to  aj)])lv.  VVe 
adopt  this  provision  in  the  final  rule.  In 
res|)onse  to  comments  regarding  what 
types  of  co.sts  fall  within  permissible 
remuneration,  we  clarify  that  we 
consider  permi.s.sihle  costs  for  which  a 
c:overed  entity  may  receive 
remuneration  under  this  exception  are 
tho.se  which  cover  only  the  costs  of 
labor,  supj)lies,  and  jiostage  to  make  the 
communication.  Where  the  financial 
remuneration  a  covered  entity  receives 
in  exchange  for  making  the 
conununication  generates  a  profit  or 
includes  ])ayinent  for  other  costs,  such 
financial  remuneration  would  run  afoul 
of  the  Act’s  ‘‘reasonable  in  amount” 
language.  Thus,  under  this  final  rule,  if 
a  jdiarinacy  receives  financial 
remuneration  from  a  drug  manufacturer 
to  j)rovi(le  refill  reminders  to 
individuals  taking  a  jiarticidar  drug  that 
covers  only  the  pharmacy’s  cost  of 
drafting,  printing,  and  mailing  the  refill 
reminders,  the  exception  would  ajjjjly 
and  no  authorization  would  he  reciuinul. 
However,  where  the  drug  manufactuna' 
akso  provides  the  pharmacy  with  a 
financial  incentive  beyond  the  cost  of 
making  the  communication  to 
encourage  the  jiharmacy’s  continued 
willingness  to  send  such 
communications  on  behalf  of  the  drug 
manufacturer,  the  exception  would  not 
apjjly  and  the  pharmacy  must  obtain 
iiiflividual  authorization.  We  note, 
however,  that  if  a  pharmacy  provides 
refill  reminders  to  individuals  only 
when  they  visit  the  pharmacy  (in  fac:e  to 
face  encounters),  such  c:omnmnications 
would  he  permitted  under 
l(j4.,5()8(a)(3){i)(A)  and  thus, 
authorization  would  not  he  retjuired 
even  if  the  pharmacy  receives  financial 
nmmneration  above  and  h(;yon(l  what  is 
rea.sonahly  related  to  the  j)harmacy’s 
cost  of  making  the  communication. 

Finallv,  in  addition  to  the 
communications  that  fall  within  the 
refill  reminder  exce])tion,  two  other 
types  of  communications  continue  to  he 
exem])t  from  the  marketing  provisions. 
First,  as  ex])laine(i  in  the  NPRM, 
c:onnnunications  promoting  health  in 
general  and  that  do  not  promote  a 
j)ro(iuct  or  .service  from  a  ])articular 
jnovider,  such  as  communications 
j)romoting  a  healthy  diet  or  encouraging 
individuals  to  get  certain  routine 


diagnostic  te.sts,  such  as  annual 
mammograms,  do  not  constitute 
marketing  and  thus,  do  not  re(]uire 
individual  authorization. 

Second,  communications  about 
govcn  nment  and  governinent-sponsonul 
programs  do  not  fall  within  the 
definition  of  “marketing”  as  there  is  no 
comiiKircial  compommt  to 
communications  about  benefits  through 
public  programs.  Thendbre,  a  covered 
entity  may  use  and  disclose  ])rotected 
health  information  to  communicate  with 
individuals  about  eligibility  for 
programs,  such  as  Medicare,  Medicaid, 
or  the  State  Children’s  Health  Insurance 
Program  (CHIP)  without  obtaining 
individual  authorization. 

Response  to  Other  Public  Comments 

Coninwnt:  One  coimnenter  asked 
wh(!ther  it  is  marketing  wh(;re  an  (mtity 
promotes  its  discounts  on  covered 
benefits  or  memher-exclusive  value- 
added  health  j)roduct.s  and  services  by 
paying  a  mailing  house  that  is  the  health 
plan’s  business  associate  to  .send  its 
written  ])romotional  material  to  health 
])lan  members.  The  coimnenter  stated 
that  only  the  mailing  hou.se,  and  not  the 
covered  entity,  is  paid  to  .send  the 
communications. 

HasponsH:  Even  where  a  business 
associate  of  a  covered  entity,  such  as  a 
mailing  house,  rather  than  the  covered 
entity  itself,  receives  the  financial 
remuneration  from  the  entity  who.se 
product  or  service  is  being  promoted  to 
liealth  |)lan  inemhers,  the 
communication  is  a  marketing 
communication  for  which  jirior 
authorization  is  reijuired.  As  stated 
above,  under  the  Privacy  Rule,  a 
business  associate  generally  mav  not  use 
or  disclo.se  jirotected  health  information 
in  a  manner  that  would  he 
impermissible  if  done  by  the  covered 
entity.  We  note,  however,  that  non- 
financial  or  in-kind  remuneration  mav 
he  received  by  the  covered  entitv  or  its 
husine.ss  as.sociate  and  it  would  not 
implicate  the  new  marketing 
restrictions.  Thus,  if  the  materials 
describing  a  memher-exclusive  value- 
added  health  jiroduct  or  service  were 
jirovided  by  the  entity  to  the  health  plan 
or  its  business  a.ssociate  and  no  pavment 
was  made  by  the  entity  relating  to  the 
mailing  or  di.strihution  of  the  materials, 
the  covered  entity  or  its  business 
as.sociate  would  he  able  to  jirovide  the 
material  to  its  members  without 
recpiiring  an  authorization. 


3.  Busine.ss  A.ssociates 

a.  Section  1(i4.5()2(a)  and  (h) — Permitted 
and  Reipiired  Uses  and  Di.sclosures  and 
Minimum  Neces.sarv 

Before  the  lin'ECH  Act,  the  Privacv 
Rule  did  not  govern  husine.ss  a.ssociates 
directly.  However,  section  13404  of  the 
IHTEtill  Act  makes  specific 
re(|uirements  of  the  Privacy  Rule 
ap])licahle  to  business  associates,  and 
creates  direct  liahilitv  for 
noncomj)liance  hv  business  associates 
with  regard  to  those  Privacy  Rule 
rerpurements.  Sj)ecifically.  section 
13404(a)  of  the  HITECH  Act  creates 
direct  liability  for  uses  and  disclosures 
of  protected  health  information  hv 
business  associates  that  do  not  comjjly 
with  its  business  a.ssociate  contract  or 
other  arrangement  under  the  Privacy 
Rule.  Additionally,  .section  13404(a) 
applies  the  other  jirivacy  requirements 
of  the  HITECH  Act  directly  to  business 
associates  just  as  they  tq)j)ly  to  covered 
entities.  Section  13464(h)  applies  the 
])rovision  of  §  104.504(e)(l)(ii)  regarding 
knowledge  of  a  pattern  of  activity  or 
practice  that  con.stitutes  a  material 
l)reach  or  violation  of  a  contract  to 
business  associates.  Finallv,  .section 
13404(c)  a))plie.s  the  HIPAA  civil  and 
criminal  penalties  to  business 
associates.  We  di.scuss  the  modifications 
to  the  Privacv  Rule  pursuant  to 
paragraphs  (a)  and  (h)  of  .section  13404 
of  the  liri’EtiH  Act  below.  We  address 
the  modifications  made  to  the 
Enforcement  Rule  hv  section  13404(c) 
regarding  the  application  of  penalties  to 
violations  by  business  a.ssociates  above 
in  the  discussion  of  the  changes  to  the 
Enforcement  Rule. 

We  note  that  we  have  not  added 
references  to  “husine.ss  as.sociate”  to  all 
provisions  of  the  Privacy  Rule  that 
addniss  uses  and  disclosures  hv  covered 
entities.  Such  additions  to  the  Privacy 
Rule  are  unnecessary,  as  a  business 
as.sociate  generally  may  only  use  or 
disclo.se  protected  health  information  in 
the  same  manner  as  a  covered  entity. 
Therefore,  any  Privacy  Rule  limitation 
on  how  a  covered  entity  may  use  or 
disclo.se  protected  health  information 
automatically  extends  to  a  business 
a.ssociate. 

i.  P(!rmitted  and  Required  Uses  and 
Disclosures 

Projio.sed  Rule 

We  j)ropo.sed  to  modify  §  l(i4.5()2(a) 
of  the  Privacy  Rule  containing  the 
general  rules  for  uses  and  disci osurcxs  of 
protected  health  information  to  address 
the  permitted  and  re()uired  u.ses  and 
disclosures  of  protected  health 
information  by  business  a.ssociates. 

Fir.st,  we  propo.sed  to  modify 
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S  l(i4..5()2(a)  to  jirovido  that  a  business 
associate,  like  a  covered  entity,  may  not 
use  or  di.sclose  j)rotecled  health 
information  excejit  as  permitted  or 
re(|uin!d  hy  the  Privacy  Rule  or  the 
ImfonHiinent  Rule.  Second,  we  j)ropos(!d 
to  add  new  provisions  at  §  l(i4..5()2(a)(4) 
and  (.5)  to  specifv  the  ])ermitted  and 
reqinred  uses  and  disclosures  of 
|)rotected  health  information  hy 
business  assotnates. 

In  accordance  with  section  134()4(a) 
of  the  lllTRC’.H  Act.  we  j)roj)o.s(!d  in 
§  l()4..5()2(a)(4)  to  allow  business 
as.sociates  to  u.se  or  di.sclose  protected 
health  information  only  as  ])ermitted  or 
reipured  hy  their  hu.sine.ss  associate 
contracts  or  other  arrangements 
pursuant  to  §  184. 504(e)  or  as  niquired 
hy  law.  Any  other  use  or  disclosure 
would  violate  the  Privacy  Rule. 

Proj)o.setl  §  104.502(a)(4)  akso  provided 
that  a  business  associate  would  not  he 
permitted  to  u.se  or  di.sc.lose  protected 
liealth  information  in  a  manner  that 
would  violate  the  Privacy  Ride  if  done 
hy  the  covenul  entity,  except  that  the 
business  a.ssociate  would  he  permitted 
to  use  or  disclose  protected  health 
iiddrmation  for  the  proper  management 
and  administration  of  tlie  business 
associate  and  to  provide  data 
aggregation  services  for  the  covered 
entity,  as  sjiecified  at 
§  104.5()4(e)(2)(i)(A)  and  (15).  if  such 
usiis  and  di.sclosures  are  ])ermitted  hy  its 
business  a.ssociate  contract  or  other 
arrangement. 

In  §  104.5()2(a)(5).  we  ])ro])o.sed  to 
reipure  that  a  business  associate 
disclo.se  jirotected  health  information 
either:  (1)  When  nupdred  hy  the 
.Secretary  under  .Suhpart  C  of  Part  100  to 
investigate  or  determine  the  business 
associate's  compliance  with  this 
suhchapter;  or  (2)  to  the  covered  entity, 
individual,  or  individual's  designee,  as 
necessary  to  satisfy  a  covered  entity's 
obligations  under  104.524(c)(2)(ii)  and 
(:5)(ii).  as  modified,  with  resjiect  to  an 
individual's  reipie.st  for  an  electronic 
copy  of  jirotected  health  information. 
.Section  i;5405(e)  of  the  HPrECH  Act 
reipiires  covered  entities  that  maintain 
protected  health  information  in  an 
electronic  health  record  to  jnovide  an 
individual,  or  the  individual's  designee, 
with  a  cojiy  of  such  information  in  an 
electronic  format,  if  the  individual  so 
chooses.  \V(!  proposed  to  include  a 
similar  direct  reipiirement  on  husiness 
as.sociates  in  §  104.5()2(a)(5),  as  .section 
i:54()4(a)  of  the  H1TE(31  Act  also  a])|)lies 
section  13405(e)  to  husiness  associates. 

We  also  proposiid  a  conforming 
change  to  revi.se  the  titles  of 
§  104..5()2(a)(l)  and  (a)(2)  to  make  clear 
that  the.se  provisions  setting  out 
jiermitted  u.ses  and  disclosures  of 


protected  health  information  apjily  only 
to  covered  entities,  as  well  as  a 
technical  change  to  104.5()2(a)(2)(ii)  to 
rejilace  the  term  "suhpart"  with 
“suhchaptei"  to  make  clear  that  a 
covered  entity'  is  reipiired  to  disclo.se 
protected  health  information  to  the 
.Secretary'  as  neediul  to  determine 
compliance  with  any  of  the  HIPAA 
Rules  and  not  just  the  Privacy  Ruli;. 

Overview  of  Public  Oomments 

.Several  commenters  (ixpriissed 
concern  about  the  increa.sed  liability  for 
husine.ss  as.sociates  under  the  rule  and 
requested  clarification  on  when 
husine.ss  associate!  liability  for 
impermissible  uses  and  disclosures 
would  attach.  .Several  commenters 
asked  for  clarification  as  to  what  a 
husine.ss  as.sociate  is  directly  liable  for 
under  the  Privacy  Rule,  and  some 
ex])res.sed  specific  confusion  regarding 
the  liahility  of  business  associates  for 
the  provision  of  e-access  under  the  rule. 

Final  Rule 

The  final  rule  adojits  the  projiosed 
modifications  to  ^  104.5()2(a).  The 
jirovisions  specifying  a  hu.sine.ss 
associate's  permitted  and  re(|uired  u.ses 
and  disclosures  of  protected  health 
information  are  renumhered  from 
^  104.5()2(a)(4)  and  (a)(5),  as  proposed, 
to  Sl04.5()2(a)(3)  and  (a)(4),  as 
S  104.5()2(a)(5)  of  tlu!  final  rule  now 
includes  provisions  to  address 
prohibited  uses  and  di.sclosures.  .Section 
104.5()2(a)(5)  is  discussed  below  in  the 
sections  de.scrihing  the  jirohihitions  on 
the  sale  of  protected  health  information 
and  the  u.se  or  ilisclosure  of  genetic 
information  for  underwriting  purposes. 

In  response  to  sjiecific  comments 
a.sking  for  clarification  regarding  when 
husine.ss  as.sociate  liability  would 
attach,  we  provide  the  following.  As  we 
discu.ssed  above,  the  final  rule  jirovides 
that  a  husine.ss  as.sociate  is  a  jierson  who 
lierforms  functions  or  activities  on 
liehalf  of,  or  certain  services  for.  a 
covered  entity  or  another  husinii.ss 
as.sociate  that  involve  the  u.se  or 
disclosure  of  jirotected  health 
information.  The  final  rule  estahli.shes 
that  a  person  hiicomes  a  husine.ss 
as.sociate  hv  d(!iinition,  not  by  the  act  of 
contracting  with  a  covered  entity  or 
otherwi.se.  Therefore,  liability  for 
impermissible  uses  and  disclosures 
attaches  immiidiately  when  a  jierson 
creates,  receives,  maintains,  or  transmits 
protected  health  information  on  hehalf 
of  a  covered  entity  or  husine.ss  a.ssociate 
and  otherwise  meets  the  definition  of  a 
husine.ss  as.sociate. 

Liability  akso  does  not  de])(!nd  on  the 
type  of  jirotected  health  information 
that  a  hiKsiness  assoi:iate  creates. 


receives,  maintains,  or  transmits  on 
hehalf  of  a  covered  entity  or  another 
husine.ss  as.sociate,  or  on  the  tyjie  of 
entity  performing  the  function  or 
.service,  excejit  to  the  extent  the  entity 
falls  within  one  of  the  exceptions  at 
])aragraph  4  of  the  definition  of  business 
as.sociate.  First,  protected  health 
information  created,  riiceiviul, 
maintained,  or  transmitted  hy  a  hu.sine.ss 
as.sociate  may  not  necessarily  includi! 
diagnosis-sjKicific  information,  such  as 
information  about  the  treatment  of  an 
individual,  and  may  he  limited  to 
demographic  or  other  information  not 
indicative  of  the  type  of  health  care 
services  provided  to  an  individual.  If 
the  information  is  tied  to  a  covered 
entity,  then  it  is  jirotected  health 
information  by  definition  since  it  is 
indicative  that  the  individual  rec:eived 
health  care  services  or  henefits  from  the 
covered  entity,  and  theriifore  it  must  he 
])rotected  by  the  business  as.sociate  in 
accordance  with  the  HIPAA  Rules  and 
its  husine.ss  associate  agreement. 

.Second,  the  definition  of  husine.ss 
as.sociate  is  contingent  on  the  fact  that 
the  business  a.ssociate  performs  certain 
activities  or  functions  on  hehalf  of,  or 
])rovide.s  certain  services  to,  a  covenid 
entitv  or  another  business  a.ssociate  that 
involve  the  use  or  disclosure  of 
|)rotected  health  information.  Therefore, 
any  person,  defined  in  the  HIPAA  Rules 
as  a  natural  jier.son,  tru.st  or  estate, 
jiartnershi]).  cor])oration,  professional 
association  or  corporation,  or  other 
entity,  |)uhlic  or  jirivate,  who  performs 
the.se  functions  or  activities  or  .services 
is  a  business  as.sociate  for  purposes  of 
the  HIPAA  Rules,  regardless  of  whether 
such  ])er.son  has  other  professional  or 
privilege-based  duties  or 
responsibilities. 

Finally,  while  we  understand 
commenters'  concerns  about  the 
increa.sed  liahility  for  business 
associates  under  the  HIPAA  Rules,  such 
direct  liahility  for  violations  of  certain 
HIPAA  provisions  is  expresslv  provided 
for  by  the  HITECH  Act. 

In  response  to  comments  re(]ue.sting 
clarification  on  with  which  HIPAA 
provisions  a  husine.ss  associate  is 
directly  liable  for  comiiliance,  we 
jirovide  the  following.  Business 
as.sociates  are  directly  liable  under  the 
HIPAA  Rules  for  impiaini.ssihle  uses 
and  di.sclosures,-*  for  a  failure  to  ])rovide 
breach  notification  to  the  covered 
entity,'’  for  a  failure  to  provide  access  to 
a  copy  of  electronic  jirotected  health 
information  to  either  the  covered  entity, 
the  individual,  or  the  individual’s 
designee  (whichever  is  sjiecified  in  the 

■"'.Soo  §  1(i4.41(). 
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l)usiiu!ss  associate  agreement),''  for  a 
failure  to  di.sclose  ])rot«!cte(l  health 
information  where  re(]uir(!(l  hy  the 
.S(!crelary  to  investigat(!  or  determine  the 
l)usiness  associate’s  com])liance  with 
the  I  llPAA  Rules,7  for  a  failure  to 
])rovide  an  accounting  of  di.sclosures," 
and  for  a  failure  to  comply  with  the 
r(uiuirements  of  the  Security  Rule." 
UusiiKiss  a.ssociates  nmiain 
contractually  liable  for  other 
re(|nirements  of  the  husiness  associate 
agreement  (see  below  for  a  discussion  of 
the  husiness  a.ssociate  agreement 
l)rovisions). 

With  respect  to  a  business  associate’s 
direct  liability  for  a  failure  to  provide 
access  to  a  copy  of  electronic  protected 
health  information,  husiness  a.ssociates 
are  liable  for  providing  electronic  access 
in  accordance  with  their  husine.ss 
associate  agreements.  'I'lierefore, 
husiness  associates  may  provide 
electronic  acce.ss  directlv  to  individuals 
or  their  designees,  or  may  provide  the 
electronic  ])rotected  health  information 
to  the  covered  entity  (which  then 
provides  the  electronic  access  to 
individuals  or  their  desigmuis).  As  with 
many  other  i)rovisions  in  the  MIPAA 
Rules,  the  I3e])artment  leaves  the  details 
to  the  contracting  ])arties,  and  is 
concerned  only  that  access  is  j)rovided 
to  the  individual,  not  with  which  ])artv 
provides  the  access. 

ii.  Minimum  Necessarv 
I’ropo.sed  Rule 

We  proj)o.sed  to  modify  the  minimum 
nece.ssarv  standard  at  ^  184. 502(h)  to 
recjuire  that  when  husiness  associates 
use,  disclose,  or  request  protected 
health  information  from  another 
covered  entity,  they  limit  protected 
health  information  to  the  minimum 
nece.ssarv  to  accomplish  the  intended 
jjurpose  of  the  use,  disclosure,  or 
request.  Applying  the  minimum 
necessary  standard  is  a  condition  of  the 
permi.ssihility  of  many  u.ses  and 
disclosures  of  ])rotected  health 
information,  'rliiis,  a  husiness  associate 
is  not  making  a  j)ermitted  u.se  or 
disclosure  under  the  Privacy  Ride  if  it 
does  not  a|)j)ly  the  minimum  necessary 
standard,  where  ajijirojiriate. 
Additionally,  the  HITECH  Act  at  .section 
13405(h)  addresses  the  ajiplication  of 
minimnm  necessarv  and.  in  accordance 
with  13404(a).  al.so  ap|)lies  such 
re(]uirements  to  business  associates. 

'•.Soo  S  l(>4..S02(a)(4)(ii). 

■.S(U!  §  l(i4..S()2(ii)(4)(i). 

»  Soo  7(i  I'K  3 142(i  (May  3 1 ,  201 1 ). 

■'.SiH!  .Siiljpai't  t;  ol  eiii't  1()4. 


Overview  of  Public  (Comments 

While  the  Department  received 
gimeral  support  for  ajiiilication  of  the 
minimum  neces.sary  standard  to 
reipiests  and  u.ses  and  disclosures  hy 
husine.ss  as.sociates,  .several  commenters 
reipiested  clarification  on  such 
application. 

Final  Rule 

The  final  rule  adopts  the  proposal  to 
apply  the  minimum  necessary  standard 
directly  to  business  as.sociates  when 
using  or  disclosing  protected  health 
information  or  when  reipiesting 
protected  health  information  from 
another  covered  entity.  The  final  rule 
al.so  makes  clear  that  requests  direi:ted 
to  another  husine.ss  as.sociate.  in 
addition  to  those  directed  to  another 
covered  entity,  mu.st  also  he  limited  to 
the  minimum  nece.ssarv.  Covered 
entities  and  business  as.sociates 
disclosing  protected  health  information 
in  response  may  reasonably  rely  on  such 
reipiests  as  requesting  the  minimum 
neces.sary  for  the  disclosure. 

How  a  husine.ss  as.sociate  will  applv 
the  minimum  nece.ssarv  standard  will 
vary  based  on  the  circnm.stances.  As  is 
the  case  today,  a  business  a.ssociate 
agreement  must  limit  the  husine.ss 
associate’s  uses  and  disclosures  of 
|)rotected  health  information  to  he 
consistent  with  the  covered  entity’s 
minimum  nece.ssarv  ])olicie.s  and 
procedures.  We  leave  it  to  the  discretion 
of  the  parties  to  determine  to  what 
extent  the  business  a.ssociate  agreement 
will  include  specific  minimum 
neces.sary  provisions  to  ensure  a 
husine.ss  associate’s  uses  and 
disclosures  and  re(]ue.sl.s  for  jirotected 
health  information  are  consistent  with 
the  covered  entity’s  minimum  nece.ssarv 
policies  and  procedures.  The 
Department  intends  to  i.ssue  future 
guidance  on  the  minimum  neces.sary 
standard  in  accordance  with  section 
13405(1))  of  the  HITECH  Act  that  will 
consider  the  sjjecific  ipiestions  po.sed  by 
commenters  with  respect  to  business 
associates’  a})plication  of  the  minimum 
necessary  standard. 

1).  Sections  l()4.5()2(e)  and  l(j4.5()4(e) — 
Busine.ss  As.sociate  Agreements 

Pro])osed  Rule 

Section  104. 502(e)  permits  a  covered 
entity  to  disclose  protected  health 
information  to  a  husine.ss  a.ssociate  and 
may  allow  a  business  as.sociate  to  create 
or  receive  protected  health  information 
on  its  behalf,  if  the  covered  entity 
obtains  satisfactory  a.ssurances,  in  the 
form  of  a  written  contract  or  other 
written  arrangement  with  the  business 
a.ssociate  that  meets  the  re{]uirements  of 


104.504(e).  that  the  business  as.sociate 
will  appropriately  safeguard  the 
information.  We  proposed  a  parallel 
jirovision  in  §  104.502(e)  that  would 
allow  a  business  as.sociate  to  di.sclo.se 
])rotected  health  information  to  a 
t)u.sine.ss  associate  that  is  a 
subcontractor,  and  to  allow  the 
subcontractor  to  create  or  receive 
protected  health  information  on  its 
l)ehalf.  if  the  business  a.ssociate  obtains 
similar  .satisfactory  assurances  that  the 
subcontractor  will  ajipropriately 
.safeguard  the  information.  (Consistent 
with  the  proposal  with  respect  to 
Security  Rule  requirements  and 
business  associates,  we  proposed  to 
make  clear  in  §  104.502(e)  that  a  covered 
entity  would  not  he  required  to  obtain 
satisfactory  a.ssurances  from  business 
associates  that  are  subcontractors. 

Rather,  a  husine.ss  as.sociate  would  he 
reijuired  to  obtain  such  assurances  from 
a  subcontractor.  Thus,  the  proposed 
provisions  would  not  change  the  parties 
to  the  contracts.  For  example,  a  covered 
entity  may  choose  to  contract  with  a 
husine.ss  associate  (contractor)  to  u.se  or 
disclo.se  jirotected  health  information  on 
its  behalf,  the  husine.ss  a.ssociate  mav 
choose  to  obtain  the  services  of  (and 
exchange  ])rotected  health  information 
with)  a  .sul)contractor  (subcontractor  1), 
and  that  subcontractor  may,  in  turn, 
contract  with  another  subcontractor 
(subcontractor  2)  for  services  involving 
protected  health  information.  The 
contractor  and  subcontractors  1  and  2 
would  now  he  husine.ss  as.sociates  with 
direct  liability  under  the  HIFAA  Rules, 
and  would  he  required  to  obtain 
husine.ss  associate  agreements  with  the 
j)artie.s  with  whom  they  contract  for 
.services  that  involve  access  to  protected 
health  information.  (Note,  however,  as 
di.scussed  above  with  respect  to  the 
definition  of  “business  associate,”  direct 
liability  under  the  HIPAA  Rides  would 
attach  regardless  of  whether  the 
contractor  and  subcontractors  have 
entered  into  the  required  husine.ss 
a.ssociate  agreements.) 

We  also  propo.sed  to  remove 
§  104.5()2(e)(l)(iii),  which  provides  that 
a  covered  entitv  that  violates  the 
satisfactory  assurances  it  provided  as  a 
business  a.ssociate  of  another  covered 
entity  will  he  in  noncompliance  with 
the  Privacy  Rule’s  business  a.ssociate 
agreement  provisions,  given  that 
pro])Osed  changes  to  §  104.502  would 
now  restrict  directly  the  u.ses  and 
disclosures  of  protected  health 
information  hy  a  business  a.ssociate, 
including  a  covered  entity  acting  as  a 
business  a.ssociate,  to  those  uses  and 
disclosures  permitted  hv  its  t)u.sine.ss 
as.sociate  agreement. 
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Finally,  as  discussed  above  with 
ixjspect  to  the  definition  of  business 
ass(K:iate,  we  proposed  to  move  the 
curi'ent  exceptions  to  business  associate 
to  the  definition  itscdf  in  t?  180.103. 

.Section  I(i4..'j04(e)  contains  the 
specific  retjuireinents  for  l)usine.ss 
a.ss(M:iate  contracts  and  other 
arrangements.  We  jiroposed  a  mnnl)er  of 
modifications  to  §  I(i4..'i04(e)  to 
implement  section  13404  of  the  HlTlXill 
Act  and  to  reflect  the  Department's  new 
regulatorv  authority  with  respect  to 
business  associates,  as  well  as  to  reflect 
a  covered  entity’s  and  business 
associate's  new  obligations  under 
.Suhpart  D  of  Part  104  of  the  Privacv 
Rule  to  provide  for  notification  in  the 
case  of  breaches  of  unsecured  protected 
health  information. 

.Section  104..'504(e}(l)(ii}  jirovides  that 
a  covered  entity  is  not  in  comjiliance 
with  the  business  associate 
reijuirements  if  the  covered  entitv  knew 
of  a  jiattern  of  activity  or  jiractice  of  the 
business  associate  that  constituted  a 
material  breach  or  violation  of  the 
business  associate’s  obligation  under  the 
contract  or  other  arrangement,  unless 
the  covered  entity  took  reasonable  .stejis 
to  cure  the  breach  or  end  the  violation, 
as  applicable,  and  if  such  steps  were 
unsuccessful,  terminated  the  contract  or 
arrangement  or.  if  termination  is  not 
feasible,  rejiorted  the  problem  to  the 
.Secretary.  We  projio.sed  to  remove  the 
recjuirement  that  covered  entities  rejiort 
to  the  .Secretarv  when  termination  of  a 
husine.ss  associate  agreement  is  not 
feasible.  In  light  of  a  husine.ss  associate's 
direct  liability  for  civil  money  ])enalties 
for  certain  violations  of  the  husine.ss 
associate  agreement  and  both  a  coviired 
entity's  and  business  associate’s 
obligations  under  .Subjiart  D  to  rejiort 
breaches  of  unsecured  protected  health 
information  to  the  .Secretarv.  we  have 
other  mechanisms  through  which  we 
exjiect  to  learn  of  such  breaches  and 
misuses  of  protected  health  information 
by  a  business  associate. 

We  akso  proposed  to  add  a  new 
provision  at  §  104..'>04(el(l)(iii} 
ai)|)licahle  to  business  associates  with 
resjiect  to  subcontractors  to  mirror  the 
reipiirements  on  covered  entities  at 
§  104..')()4{e)(l  )(iil  (minus  the 
re(]uirement  to  re|K)rt  to  the  .Secretary  if 
termination  of  a  contract  is  not  feasible}, 
rims,  a  business  associate  that  is  aware 
of  noncompliance  hv  its  business 
a.ssociate  subcontractor  would  he 
r(!(|uired  to  respond  to  the  situation  in 
the  same  manner  as  a  covered  entitv 
that  is  aware  of  noncom])liance  by  its 
business  a.ssociate.  We  believe  this 
I)rovision  would  implenumt  .section 
13404(1))  of  the  HITE(3f  Act.  and  would 
align  the  requirements  for  business 


a.ssociates  with  regard  to  business 
associate  subcontractors  with  the 
recpiirements  for  covered  entities  with 
regard  to  their  business  associates. 

We  also  pro])osed  changes  to  the 
sj)(icific  business  associate  agreement 
provisions  at  1()4..‘)()4(e).  First,  we 
proposed  to  revise  §  l(j4..'j04(e)(2)(ii)(H) 
through  (D)  to  ])rovide  that  the  contract 
will  recpiire  that:  in  (H).  business 
associates  comply,  where  applicable, 
with  the  .Security  Rule  with  regard  to 
electronic  j)rotected  health  information; 
in  (Ci).  business  as.sociates  report 
breaches  of  un.secnred  protected  health 
information  to  covered  entities,  as 
re(juired  by  (j  104.4 10;  and  in  (D),  in 
ac:cordance  with  104..')02(el(1)(ii). 
husine.ss  as.sociates  ensure  that  any 
subcontractors  that  create  or  receive 
jnotected  health  information  on  behalf 
of  the  husine.ss  as.sociate  agree  to  the 
same  restrictions  and  conditions  that 
apply  to  the  husine.ss  a.s.sociate  with 
respect  to  such  information.  These 
revisions  were  proposed  to  align  the 
retjuireinents  for  the  business  a.ssociate 
agreement  with  the  retjuirements  in  the 
lIlTECiH  Act  and  eksewhere  within  the 
lllPAA  Rules. 

Additionally,  we  jn'ojiosed  to  add  a 
new  agreement  ])rovision  at 
S  l()4..'i()4(e)(2)(ii)(H)  (and  to  renumber 
the  current  jiaragrajihs  (11)  and  (1) 
accordingly)  to  retjuires  that,  to  the 
extent  the  husine.ss  associate  is  to  carrv 
out  a  covered  entity’s  obligation  under 
this  suhjiart,  the  business  associate  must 
conijily  with  the  nujuirements  of  the 
Privacy  Rule  that  ajijilv  to  the  covered 
entity  in  the  jierformance  of  such 
obligation.  This  jnovision  would  clarifv 
that  when  a  covered  entitv  delegates  a 
resjjonsihility  under  the  Privacv  Rule  to 
the  business  associate,  the  husine.ss 
a.ssociate  would  he  contractually 
retjuinid  to  com])ly  with  the 
requirements  of  the  Privacy  Rule  in  the 
same  manner  as  they  a|)|)ly  to  the 
covered  entity.  For  exanijile,  if  a  third 
|)arty  administrator,  as  a  business 
as.sociate  of  a  grouj)  health  jilan,  fails  to 
distribute  the  jilan’s  notice  of  jirivacv 
jiractices  to  jiarticijiants  on  a  timely 
basis,  the  third  |)arty  administrator 
would  not  he  directly  liable  under  the 
lllPAA  Rules,  hut  would  he 
contractually  liable,  for  the  failure. 
However,  even  though  the  husine.ss 
associate  is  not  direc:tly  liable  under  the 
lllPAA  Rules  for  failure  to  jirovide  the 
notice,  the  covered  entity  remains 
directly  liable  for  failure  to  jirovide  the 
individuals  with  its  notice  of  jirivacv 
jiractices  hecau.se  it  is  the  covered 
entity’s  ultimate  re.sjionsihility  to  do  so, 
desjiite  its  having  hired  a  business 
a.ssociate  to  jierform  the  function. 


We  also  jirojiosed  to  add  a  new 
(5 104..'i()4(e)(.'i)  that  would  ajijily  the 
reijuirements  at  104..'i()4(e)(2)  through 
(e)(4)  to  the  contract  or  other 
arrangement  between  a  business 
as.sociate  and  its  business  as.sociate 
subcontractor  as  reijuired  by 
t?  104..')02(e)(l  )(ii)  in  the  same  manner  as 
such  reijuirements  ajijily  to  contracts  or 
other  arrangements  between  a  covered 
entity  and  its  business  a.ssociate.  Thus, 
a  business  associate  would  he  recjuired 
by  §  1()4..'il)2(e)(l)(ii)  and  by  this  section 
to  enter  into  business  as.sociate 
agreements  or  other  arrangements  that 
conijily  with  the  Privacy  and  Security 
Rules  with  their  business  a.ssociate 
suhcontractors,  in  the  same  manner  that 
covered  entities  are  required  to  enter 
into  contracts  or  other  arrangements 
with  their  husine.ss  associates. 

Finally,  we  jirojiosed  a  few  other 
minor  changes.  We  jirojiosed  in 
§  104.r)n4(e)(3)  regarding  other 
arrangements  for  governmental  entities 
to  include  references  to  the  Security 
Rule  reijuirements  for  husine.ss 
associates  to  avoid  having  to  rejieat  such 
jirovisions  in  the  Security  Rule.  We  also 
jirojiosed  to  remove  the  reference  to 
subcontractors  in  §  104..'5()4(f)(2)(ii)(H) 
(regarding  disclosures  to  jilan  .sjionsors) 
and  in  104..'il4(e)(4)(ii)((;)(4) 

(regarding  data  u.se  agreements  for 
limited  data  sets)  to  avoid  confusion 
since  the  term  “suhcontractor”  is  now  a 
defined  term  under  the  HlPAy\  Rules 
with  a  jiarticular  meaning  that  is  related 
to  business  associates.  The  jirojio.sed 
removal  of  the  term  was  not  intended  as 
a  substantive  change  to  the  jirovisions. 

Overview  of  Public  Oomments 

Several  commenters  exjiressed 
confusion  regarding  the  need  for 
husine.ss  as.sociate  agreements, 
considering  the  jirovisions  for  direct 
liability  from  the  Hi  rECH  Act  and  in 
the  Jirojiosed  rule.  Many  of  these 
commenters  suggested  that  all  of  the 
recjuirements  of  the  Privacy  Rule  ajijily 
to  business  associates,  as  is  the  ca.se 
with  the  Security  Rule. 

A  few  commenters  reijue.sted 
clarification  about  what  constitutes 
“satisfactory  assurances’’  jiursuant  to 
the  rule,  asking  whether,  for  exanijile, 
there  were  exjiectations  on  covered 
entities  to  ensure  that  business 
associates  (including  subcontractors) 
have  ajijirojiriate  controls  in  jilace 
besides  business  a.ssociate  agreements  or 
whether  a  covered  entitv  mu.st  obtain 
from  a  husine.ss  as.sociate  .sati.sfac:tory 
assurance  that  any  business  a.s.scM:iate 
subcontractors  are  comjilying  with  the 
Rules.  Several  commenters  recjiiested 
clarification  on  the  ajijirojiriateness  of 
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imhannification  clau.ses  in  Inisinoss 
associate  agreements. 

Finally,  .several  coinmenters  recgiested 
that  the  De])artment  ])r()vi(le  a  model 
hnsiness  associate  agreement. 

Final  Rule 

The  linal  rule  adopts  the  propo.sed 
modifications  to  l(i4.r)()2(e)  and 
l(i4.5()4(e).  As  we  discussed  above, 
while  .section  13404  of  tin;  lllTFdl  Ac:t 
provides  that  business  associates  are 
now  directly  liable  for  civil  money 
])enalties  under  the  MIFAA  Privacy  Rule 
for  impermissible  u.ses  and  di.sclosures 
and  for  the  additional  HITECH 
r(!(]uirement.s  in  Subtitle  D  that  are  made 
ap])licahle  to  covered  entities,  it  does 
not  ajjply  all  of  the  requirements  of  the 
Privacy  Rule  to  business  a.ssociates  and 
thus,  the  final  rule  does  not.  Therefore, 
business  associates  are  not  required  to 
comply  with  other  ])rovisions  of  the 
Privacy  Rule,  such  as  ])roviding  a  notice 
of  })rivacy  practices  or  designating  a 
privacy  official,  unless  the  covered 
entity  has  cho.sen  to  delegate  such  a 
responsibility  to  the  husine.ss  assocnate, 
which  would  then  make  it  a  contractual 
nupiirement  for  which  contractual 
lialhlity  would  attach. 

Concerning  coinmenters’  (piestions 
about  the  continued  need  for  husine.ss 
associate  agreements  given  the  new 
direct  liahilitv  on  hnsiness  a.ssociates  for 
compliance,  we  note  that  .section  13404 
of  the  HITECH  Act  expressly  refers  and 
ties  husine.ss  associate  liahilitv  to 
making  u.ses  and  disclosures  in 
accordance  with  the  uses  and 
disclosures  laid  out  in  such  agreements, 
rather  than  liability  for  compliance  with 
the  Privacy  Rule  generallv.  Further, 
.section  13’4()8  of  the  HITECH  Act 
reiiuires  certain  data  transmi.ssion  and 
personal  health  record  vendors  to  have 
in  place  husine.ss  a.s.sociate  agreements 
with  the  covered  entities  they  serve.  VVe 
akso  continue  to  believe  that,  despite  the 
business  associate’s  direct  liability  for 
certain  jirovisions  of  the  HIPAA  Rides, 
the  business  a.ssociate  agreement  is 
necessary  to  clarify  and  limit,  as 
approjiriate,  the  permissible  u.ses  and 
disclosures  by  the  business  a.ssociate, 
given  the  relationship  between  the 
parties  and  the  activities  or  services 
lieing  performed  by  the  husine.ss 
associate.  The  business  a.s.sociate 
agreement  is  also  necessary  to  ensure 
that  the  business  a.ssociate  is 
contractually  re(|nired  to  perform 
certain  activities  for  which  direct 
liability  does  not  attach  (such  as 
amending  protected  health  iid'ormation 
in  accordaiu:e  with  ^  184. .528).  In 
addition,  the  agreement  represents  an 
opjKirtunity  for  the  parties  to  clarify 
their  respective  responsibilities  under 


the  HlPv\A  Rules,  such  as  by 
e.stahlishing  how  the  husine.ss  a.s.sociate 
should  handle  a  reipie.st  for  access  to 
protected  health  information  that  it 
directly  receives  from  an  individual. 
Finally,  the  husine.ss  a.ssociate 
agreement  serves  to  notify  the  husine.ss 
a.s.sociate  of  its  .status  under  the  HIPAA 
Rules,  so  that  it  is  fully  aware  of  its 
obligations  and  potential  liabilities. 

With  res])ect  to  questions  about 
“satisfactory  assurances,"  Sl84.5()2(e) 
jirovides  that  covered  entities  and 
liusiness  associates  must  obtain  and 
document  the  “satisfactory  assurances” 
of  a  business  a.ssociate  through  a  written 
contract  or  other  agreement,  such  as  a 
memorandum  of  understanding,  with 
the  business  a.s.sociate  that  meets  the 
ap])licahle  requirements  of  §  184.5()4(e). 
As  discn.ssed  above,  4?  184.504(e) 
specifies  the  provisions  required  in  the 
written  agreement  between  covered 
entities  and  husine.ss  as.sociates, 
including  a  requirement  that  a  husine.ss 
associate  ensure  that  any  .subcontractors 
agree  to  the  same  restrictions  and 
conditions  that  ajijily  to  the  business 
associate  by  providing  similar 
satisfactory  a.ssu ranees.  Beyond  the 
required  elements  at  ^  184.5()4(e).  as 
with  any  contracting  relationship, 
husine.ss  as.sociates  and  covered  entities 
may  include  other  provisions  or 
reijuirements  that  dictate  and  de.scrihe 
their  business  relationshij),  and  that  are 
outside  the  governance  of  the  Privacy 
and  Security  Rules.  These  may  or  may 
not  include  additional  assurances  of 
compliance  or  indemnification  clauses 
or  other  risk-shifting  jirovisions. 

We  also  clarifv  with  respect  to  the 
satisfactory  a.ssurances  to  he  provided 
by  subcontractors,  that  the  agreement 
between  a  husine.ss  as.sociate  and  a 
hu.sine.s.s  a.s.sociate  that  is  a 
subcontractor  may  not  permit  the 
subcontractor  to  use  or  di.sclo.se 
jirotected  health  information  in  a 
manner  that  would  not  he  jiermissihle  if 
done  by  the  business  a.s.sociate.  For 
example,  if  a  business  a.s.sociate 
agreement  between  a  covered  entitv  and 
a  contractor  does  not  jKirmit  the 
contractor  to  de-identify  jirotected 
health  information,  then  the  husine.ss 
as.sociate  agreement  between  the 
contractor  and  a  subcontractor  (and  the 
agreement  between  the  subcontractor 
and  another  subcontractor)  cannot 
permit  the  de-identification  of  protected 
health  information.  Such  a  use  may  he 
IKirmissihle  if  done  by  the  covered 
entity,  hut  is  not  jiermitted  by  the 
contractor  or  any  siihcontractors  if  it  is 
not  permitted  by  the  covered  entity’s 
business  associate  agreement  with  the 
contractor.  In  short,  each  agreement  in 
the  business  a.s.sociate  chain  must  he  as 


.stringent  or  more  stringent  as  the 
agreement  above  with  resjiect  to  the 
permissible  uses  and  disclosures. 

Finally,  in  response  to  the  comments 
reipiesting  a  model  business  a.ssociate 
agreement,  we  note  that  the  Department 
has  published  sample  business  associate 
provisions  on  its  web  site.  The  sample 
language  is  designed  to  help  covered 
entities  comply  with  the  husine.ss 
as.sociate  agreement  requirements  of  the 
Privacy  and  Security  Rules.  However, 
use  of  the.se  sainjile  provisions  is  not 
required  for  compliance  with  the  Rules, 
and  the  language  should  he  amended  as 
appropriate  to  reflect  actual  husine.ss 
arrangements  between  the  co\'ered 
entity  and  the  business  as.sociate  (or  a 
business  a.ssociate  and  a  subcontractor). 

Respon.se  to  Other  Public  Comments 

(A)innwnt:  (iommenters  reipiested 
guidance  on  whether  a  contract  that 
complies  with  the  reipiirements  of  the 
Graham  Leach  Bliley  Act  (GLBA)  and 
incorporates  the  required  elements  of 
the  HIPAA  Rules  may  satisfy  both  .sets 
of  regulatory  requirements.  The 
coinmenters  urged  the  Department  to 
jiermit  a  single  agreement  rather  than 
reipiiring  business  associates  and 
business  a.s.sociate  subcontractors  to 
enter  into  separate  GLBA  agreements 
and  hu.sine.s.s  as.sociate  agreements. 

lUisponsa:  While  meeting  the 
reipiirements  of  the  GLBA  does  not 
.satisfy  the  reiiuirements  of  the  HIPAA 
Rules,  covered  entities  may  use  one 
agreement  to  satisfy  the  reipiirements  of 
both  the  GLBA  and  the  HIPAA  Rules. 

Coinnwnt:  A  few  coinmenters 
recommended  adding  an  exception  to 
having  a  business  a.ssociate  agreement 
for  a  person  that  receives  a  limited 
dataset  and  executes  a  data  use 
agreement  for  research,  health  care 
operations,  or  public  health  purposes. 

ResponsH:  We  have  prior  guidance 
that  clarifies  that  if  onlv  a  limited 
dataset  is  released  to  a  business 
as.sociate  for  a  health  care  operations 
purpo.se.  then  a  data  use  agreement 
suffices  and  a  business  as.sociate 
agreement  is  not  necessary.  To  make 
this  clear  in  the  regulation  itself,  we  are 
adding  to  184.5()4(e)(3)  a  new 
paragraph  (iv)  that  recognizes  that  a  data 
use  agreement  may  qualify  as  a  business 
associate’s  satisfactorv  a.ssurance  that  it 
will  approiniately  safeguard  the  covered 
entitv’s  protected  health  information 
when  tlie  jirotected  health  information 
di.sc.lo.sed  for  a  health  care  operations 
purpose  is  a  limited  data  set.  A  similar 
provision  is  not  necessary  or 
appropriate  for  disclosures  of  limited 
data  sets  for  research  or  public  health 
purpo.ses  since  such  di.sclosures  would 


5602 


Federal  Register /  Vol.  78.  No.  17/ Friday,  january  25,  201 3 /Rules  and  Regulations 


not  otherwise  rtHjuire  busine.ss  as.soeiate 
agnxMiienls. 

(A)niment:  A  few  eoinmeutc'rs 
n!(|iie.sted  that  the  D(!j)artinent  delete 
§  l(i4..504(e)(2)(ii)(H).  which  jirovides 
that  to  the  extent  the  husiness  as.soeiate 
is  to  carry  out  a  covered  caitity’s 
ohligation  under  the  llll’AA  Rules,  the 
hnsine.ss  a.ssociale  must  comply  with 
the  n!(|uireinents  of  the  HIl’AA  Rules 
that  apply  to  the  covered  entitv  in  the 
|M!rforinance  of  tin;  j)hligation  on  behalf 
of  the  covenul  entity.  Alternatively, 
coinmenters  suggested  that  the 
I)(!partinent  clarify  that  the 
rcxpiireinents  of  the  .section  need  nf)t  hi; 
inclmhul  in  business  as.soeiate 
agnxMnents  and  that  this  section  floes 
not  limit  the  ability  of  covenul  entities 
and  business  as.sociates  to  negotiate 
responsibilities  with  regard  to  other 
sections  of  the  Privacy  Rule. 

/le.s/jon.se;  The  Department  declines  to 
delete  §  l(i4.5()4(e)(2)(ii)(H).  If  a 
business  associate  contracts  to  provide 
services  to  the  covenul  entity  with 
regard  to  fultllling  individual  rights  or 
other  obligations  of  the  covered  entity 
under  the  I’rivacy  Rule,  then  the 
hnsine.ss  associate  agrtunnent  nm.st 
recpiire  the  hnsine.ss  as.soeiate  to  fulfil! 
such  ohligation  in  accordance  with  the 
Privacy  Rule’s  refpiireinents.  We  do 
clarify,  however,  that  if  the  covered 
entity  does  not  delegate  any  of  its 
responsibilities  under  the  Privacy  Rule 
to  the  business  associate,  then 
§  l(>4.304(e)(2)(ii)(H)  is  not  a])piicahle 
and  the  parties  an;  not  refpiired  to 
include  such  language. 

One  connnenter  refjuested 
that  the  De|)artment  modify 
§  l()4..5()2(a)(4)(i)  to  permit  husiness 
ass(K;iates  to  use  and  di.sclo.se  protected 
health  information  for  their  own  health 
care  oj)erations  j)urpo.se.s.  and  another 
connnenter  refjuested  that  tlm 
Df!|)artinent  clarify  whether 
§  ](i4.5()4(e){4)  jjrffvifles  that  a  hnsine.ss 
assofdate  may  n.se  or  disfdose  |)rotef:tefl 
health  information  as  a  covfirefl  entity 
wf)ulfl  use  or  flisfdo.se  the  inlbrmation. 

/fe.spo/j.se;  The  Dejiartment  flefdines  to 
make  the  sugge.stefl  moflifif;ation. 
Busine.ss  assof:iates  df)  not  have  their 
f)wn  health  f:are  o|)eratif)n.s  (sfx;  the 
flefinition  f)f  health  f;arf!  o]3eratif)ns  at 
§184. .501.  whif;h  is  limitefl  tf)  af;tivities 
of  the  t:f)verefl  entity).  While  a  business 
as.sfxdate  flofjs  m)t  have  health  carf! 
oj)f!ration.s.  it  is  jjermittefl  by 
§  l(i4..504(e)(2)(i)(A)  to  n.se  aiifl  flisf:lf).se 
jirfftectful  health  inibrmatif)!!  as 
nefxissary  lor  its  f)wn  managfmient  aiifl 
atlministration  if  the  business  assofdate 
agrfMunent  j)ermit.s  .suf:h  af;tivities,  f)r  tf) 
carry  f)ut  its  legal  re.s])f)nsil)ilitie.s.  Other 
than  the  exce])tions  lor  the  husiness 
associate's  managenumt  aiifl 


atlministratif))!  anil  for  ilata  aggregation 
servifHis  ridating  to  the  hiialth  f:are 
ojierations  of  the  c.overeil  entity,  the 
business  assoinate  mav  not  use  or 
ilisfdose  |)rf)tectefl  health  information  in 
a  manner  that  woulil  imt  he  jiermi.ssihle 
if  fhme  by  the  ixivertul  entitv  (even  if 
.suf:h  a  use  or  ilisidosure  is  jiiMinittefl  hv 
the  business  associate  agreement). 

(Joninwnt:  One  fxnnmenter  suggesteil 
reijuiring  sul)f:f)ntraf;tf)r.s  to  return  or 
de.stroy  all  j)rotef:ted  health  informatifin 
received  from  or  creatiul  for  a  husintiss 
a.ssociate  when  the  contraf;t  with  the 
business  associate  is  terminatfKl. 

Rasponsa:  The  final  rule  at 
§  104. 504(e)(5)  floes  ajijilv  the 
ref|uirement.s  at  §  104.504(e)(2)  through 
(4)  (whif:h  set  forth  the  requirements  for 
agreements  between  t:overefl  entities 
aiul  their  business  as.sf)i:iates)  to 
agreements  between  husine.ss  associates 
anil  their  suhcontrai^ors.  This  includes 
§  104.504(e)(2)(ii)()).  whif;h  reijuires  the 
husine.ss  as.sof:iate  to  return  or  liestrov 
all  |)rotef;tefl  health  information 
ref;eivefl  from,  or  createil  or  rei;eivefl  on 
behalf  of,  the  ixivereil  entity  at  the 
tfirminatifin  of  the  f;ontract,  if  feasible. 
When  this  nHjuinmient  is  ajijilitxl  tf)  the 
agreement  between  the  husine.ss 
assotnate  ami  its  husine.ss  as.sof:iate 
suhf.ontraflor.  the  effef;t  is  a  i:f)ntrai:tual 
ohligation  for  the  husiness  associate 
.sul)i:ontrai:tf)r  to  similarly  return  or 
flestroy  ])rf)tef:tefl  health  informat if)n  at 
the  termination  of  the  ixintract.  if 
feasible. 

C'.omnwnt:  One  iximmenter  suggesteil 
refjuiring  a  business  assoinate  to 
ilisfdose  all  suhinintractors  of  the 
husine.ss  a.ssociate  to  a  inivereii  entity 
within  thirty  ilays  of  the  inivereil 
entity's  refjuest. 

/{e.s/ion.se;  The  Dejiartment  flef;line.s  tf) 
aflf)j)t  this  suggestion  as  a  reijuirement 
of  the  HIPAA  Rules,  hecau.se  .sui:h  a 
requirement  woulil  im|)o.se  an  unilue 
flisclosure  hurilen  on  husine.ss 
a.ssoinates.  However,  inivereil  entities 
anti  business  a.ssociates  may  incliule 
ailflitional  terms  anil  conilitions  in  their 
f;f)ntraf:ts  hevoiifl  those  reijuirefl  hv 
§104.504. 

(jmuiwnt:  One  inimmenter  sugge.steil 
establishing  a  f;ertifii;ation  ])rf)f;es.s  of 
husine.ss  as.soinates  anil  suhinintrafitors 
with  regaril  to  HIPAA  f:f)mi)lianf:e. 

/fe.s'/ioii.sY);  The  Dejiartment  flef:linf;.s  to 
establish  or  enilorse  a  injrtification 
])roi;es.s  for  HIPAA  i:om|)lianf:e  for 
l)usine.ss  associates  anil  suhcontrailors. 
Busine.ss  as.sociates  ami  sul)contraf:tor.s 
are  free  to  enlist  the  servic.es  of  outsiile 
entities  tf)  as.sess  their  cf)m|)liam;e  with 
the  HIPAA  Rules  ami  f:ertifif;ation  may 
he  a  useful  com])liam:e  tool  for  entities, 
flejiemling  on  the  rigor  of  the  ])rogram. 
However,  certification  floes  not 


guarantee  innnjiliance  and  therefore 
‘‘f;ertiiied”  entities  may  still  he  .sul)jef:t 
to  enforc.ement  by  OOR. 

Oomme/il:  One  f:()mmenter  reijnesleil 
t;larification  on  when  it  is  not  feasible 
for  a  husiness  a.ssociate  to  terminate  a 
f;ontrai:t  with  a  subcontractor. 

Hasponsc:  Whether  it  is  feasible  for  a 
business  assoinate  tt)  terminate  an 
agreement  with  a  business  assoinate 
.suhiiontrac.tor  is  a  very  fai:t-s])ecific 
inquiry  that  must  he  examineil  on  a 
case-hy-fni.se  basis.  For  examjile, 
termination  is  not  feasible  fora  business 
assoinate  with  regard  to  a  subcontractor 
relationshij)  where  there  are  no  other 
viable  business  alternatives  for  the 
business  associate  (when  the 
subcontractor,  for  examjile,  jirovides  a 
unique  service  that  is  necessary  for  the 
business  associate’s  ojierations).  See  our 
jirior  guidamn;  on  this  issue  as  it  ajijilies 
to  covered  entities  and  business 
associates  in  Freijuently  Asked  Question 
#230.  available  at  htt})://\\'\v\v.hhs.<’ov/ 
o(:r/priv(icy/hipii(i/f(i(]/ 
l)iisin(;ss_(issoci(it(^s/23(i.hti]}I. 

i:.  Section  104.532 — Transition 
Provisions 

Proj)o.sed  Rule 

We  understand  that  covered  entities 
and  husiness  a.ssociates  are  concerned 
with  the  antici])ated  administrative 
hurilen  and  cost  to  imjilement  the 
reviseil  husiness  a.ssociate  agreement 
])rovi.sions  of  the  Privacy  and  Security 
Rules,  (k)vered  entities  may  have 
existing  contracts  that  are  not  set  to 
terminate  or  exjiire  until  after  the 
f:omi)liance  date  of  the  modific.ations  to 
the  Rules,  aiifl  we  understand  that  a  six 
month  cf)m])liance  jierioil  may  not 
])rovide  enough  time  to  reojien  and 
renegotiate  all  ci)ntraf;t.s.  In  resjionse  to 
the.se  concerns,  we  jirojiosefl  to  relieve 
.some  of  the  hurilen  on  covered  entities 
and  husine.ss  associates  in  comj)lying 
with  the  revised  business  associate 
jirovisions  by  adding  a  transition 
jirovision  to  grandfather  certain  existing 
contrails  for  a  .s|)ecified  jieriod  of  time. 
The  De})artment’.s  authority  to  ailil  the 
transition  })rf)vi.sif)n  is  .set  forth  in 
§  100.104(1;).  which  allows  the  .Secretary 
to  establish  the  com])lianf:e  date  for  any 
modified  stamlaril  or  imj)lementatii)u 
sjiecification,  taking  into  af;count  the 
extent  of  the  mollification  and  the  time 
neeileil  to  comjily  with,  the 
modification.  The  jiroiiosed  transition 
jieriod  woulil  jirevent  rushed  and  hasty 
changes  to  thousands  of  on-going 
existing  business  as.soeiate  agreements. 
We  addressed  the  issue  of  the  husine.ss 
associate  transition  ])rovi.sion.s  as 
follows. 
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Wo  |)ropo.sod  now  transition 
provisions  at  1()4..532({1)  and  (o)  to 
allow  oovonul  ontitios  and  businoss 
associatos  (and  l)nsinoss  assooiatos  and 
businoss  associato  subcontractors)  to 
continno  to  oporato  nndor  certain 
existing  contracts  for  up  to  one  voar 
l)oyond  the  compliance  date  of  tbo 
revisions  to  the  Knles.  The  additional 
transition  peritxl  would  be  available  to 
a  covered  entity  or  business  associate  if. 
prior  to  the  ])nblication  date  of  the 
modified  Rules,  the  covered  entity  or 
business  associate  bad  an  existing 
contract  or  other  written  arrangcmient 
with  a  business  a.ssociate  or 
subcontractor,  respectivelv,  that 
comjjlied  with  the  prior  provisions  of 
the  HIPAA  Rides  and  such  contract  or 
arrangement  was  not  renewed  or 
modified  between  the  effective  date  and 
the  compliance  date  of  the 
modifications  to  the  Rules.  The 
])roposed  provisions  were  intended  to 
allow  tho.se  covered  entities  and 
business  associates  with  valid  contracts 
with  business  associates  and 
subcontractors,  respectively,  to  continue 
to  disclose  protected  health  information 
to  the  business  associate  or 
subcontractor,  or  to  allow  the  business 
associate  or  subcontractor  to  continue  to 
create  or  receive  jirotected  health 
information  on  behalf  of  the  covered 
imtity  or  business  associate,  for  nji  to 
one  year  beyond  the  conpiliance  date  of 
the  modifications,  regardie.ss  of  whether 
the  contract  meets  the  apjilicahle 
contract  reiinirements  in  the 
modifications  to  the  Rules.  With  respect 
to  business  associates  and 
subcontractors,  the  jiroposal  would 
grandfather  exi.sting  written  agreements 
between  business  associates  and 
subcontractors  entered  into  ]nirsnant  to 
§  l(i4.5()4(e)(2)(ii)(D)  (which  reijiiires  the 
business  associate  to  ensure  that  its 
agents  with  access  to  jirotected  health 
information  agree  to  the  .same 
restrictions  and  conditions  that  apply  to 
the  business  associate).  The  Department 
])ro]K)sed  to  deem  such  contracts  to  he 
comjiliant  with  the  modifications  to  the 
Rules  until  either  the  covered  entitv  or 
hnsiiKiss  associate  has  renewed  or 
modified  the  contract  following  the 
comjiliance  date  of  the  modifications,  or 
until  the  date  that  is  one  year  after  the 
compliance  date,  whichever  is  sooner. 

In  cases  where  a  i:ontract  renews 
antomatically  without  anv  change  in 
terms  or  other  action  by  the  parties  (ahso 
known  as  “evergreen  contracts”),  the 
Department  intended  that  such 
evergreen  contracts  would  he  eligible  for 
the  extension  and  that  deemed 
com])liance  would  not  terminate  when 
the.se  contracts  antomaticallv  rolled 


over.  These  transition  provisions  would 
have  applied  to  covered  entities  and 
hnsine.ss  as.sociates  oidy  with  respect  to 
written  contracts  or  other  written 
arrangements  as  specified  above,  and 
not  to  oral  contracts  or  other 
arrangements. 

These  transition  provisions  would 
have  only  applied  to  tlu;  re(|uirenient  to 
amend  contracts:  they  would  not  affect 
any  other  compliance  obligations  under 
the  HIPAA  Rules.  For  example, 
beginning  on  the  compliance  date  of 
this  rule,  a  business  associate  may  not 
use  or  di.sclo.se  jirotiictiid  health 
information  in  a  manner  that  is  contrary 
to  the  Privacy  Rule,  even  if  the  business 
a.ssociate’s  contrai:t  with  the  covered 
entity  has  not  yet  been  amended. 

CA  erview  of  Public  (Comments 

Many  commenters  snpjiorted  the  1- 
year  extended  timeframe  for  comjiliance 
with  the  business  a.ssociate  agreement 
provisions.  Some  commenters  suggested 
longer  timeframes,  citing  co.st  and 
resource  limitations.  Some  commenters 
sngge.sted  that  the  Department  should 
deem  compliant  all  business  associate 
agreements  that  have  been  renegotiated 
in  good  faith  to  meet  the  Febrnarv  2010 
effective  date  of  the  ajiplicable 
provisions  in  the  HITFCH  Act.  .Some 
commenters  suggested  that  the 
Department  recognize  as  compliant 
hnsine.ss  as.sociate  agreements  with 
provisions  reipiiring  comjiliance  with 
all  a])])licable  laws. 

Final  Rule 

The  final  rule  adopts  the  proposal, 
adding  new  transition  provisions  at 
§  104.532(d)  and  (e)  to  allow  covered 
entities  and  business  associates  (and 
busine.ss  associates  and  hnsine.ss 
associate  subcontractors)  to  continue  to 
ojjerate  under  certain  existing  contracts 
for  UJ5  to  one  year  beyond  the 
comjiliance  date  of  the  revisions  to  the 
Rules. 

We  decline  to  jirovide  a  longer  time 
for  compliance  with  the  business 
a.ssociate  agreement  jirovisions.  We 
provided  a  similar  transition  period  for 
revising  agreements  in  the  2002 
modifications  to  the  HIPAA  Rides,  and 
it  was  our  exjierience  that  such  time 
was  sufficient  to  ea.se  burden  on  the 
entities  and  allow  most  agreements  to  he 
modified  at  the  time  they  would 
otherwise  come  ii])  for  renewal  or 
renegotiation. 

With  resjiect  to  those  business 
a.ssociate  agreements  that  already  have 
been  renegotiated  in  good  faith  to  meet 
the  applicable  provisions  in  the  HITECH 
Act.  covered  entities  should  review 
such  agreements  to  determine  whether 
they  meet  the  final  ride’s  provisions.  If 


they  do  not.  these  covered  entities  then 
have  the  transition  period  to  make 
whatever  additional  changes  are 
nece.ssarv  to  conform  to  the  final  rule. 

'File  transition  jieriod  is  also  available  to 
tho.se  agreements  that  requin; 
comjiliance  with  all  applicable  laws  (to 
tbe  extent  tbe  agreements  were 
otherwl.se  in  compliance  with  the 
HIPAA  Rules  prior  to  this  final  rule), 
but  that  do  not  fully  meet  the  new 
reiinirements  in  this  final  ride. 

However,  we  do  not  deem  such 
contracts  as  com])liant  beyond  the 
transition  period  because  they  would 
not  sufficiently  reflect  the  new 
requirements. 

4.  .Section  104.508 — ll.ses  and 
Disclosures  for  Which  an  Authorization 
Is  Required 

a.  .Sale  of  Protected  Health  Information 
Propo.sed  Rule 

.Section  104.508  of  the  Privacy  Rule 
])ermits  a  covered  entity  to  use  and 
di.sclo.se  protected  health  information 
for  purposes  not  otherwise  permitted  by 
the  Ride  if  it  has  obtained  a  valid 
written  authorization  from  the 
individual  who  is  the  subject  of  the 
information.  This  section  also  specifies 
two  circumstances  in  which 
authorization  from  the  individual  mu.st 
he  obtained:  (1)  Most  n.ses  and 
disclosures  of  ]).sychotberapv  notes:  and 
(2)  n.ses  and  disclosures  for  marketing 
purposes. 

.Section  134()5(d)  of  the  HITECH  Act 
adtled  a  third  circumstance  that  requires 
authorization,  specifically  the  sale  of 
protected  health  information.  .Section 
13405(d)(1)  jirohibits  a  covered  entity  or 
business  associate  from  receiving  direct 
or  indirect  remuneration  in  exchange  for 
the  disclosure  of  protected  health 
information  unless  the  covered  entity 
has  obtained  an  individual’s 
authorization  pursuant  to  §  104.508  that 
.states  whether  the  protected  health 
information  can  he  further  exchanged 
for  remuneration  by  the  entity  receiving 
the  information. 

.Section  13405(d)(2)  contains  several 
excejitions  to  the  authorization 
reqnirement  for  circumstances  where 
the  jmrpose  of  the  exchange  is  for:  (1) 
Public  bealth  activities,  as  de.scribed  at 
^  104.512(b)  of  the  Privacy  Rule:  (2) 
research  purpo.ses  as  de.scribed  at 
§§104.501  and  104.512(i)  of  the  Rule,  if 
the  price  charged  for  the  information 
rellects  the  cost  of  preparation  and 
transmittal  of  the  data:  (3)  treatment  of 
the  individual:  (4)  the  sale,  transfer, 
merger  or  consolidation  of  all  or  part  of 
a  covered  entity  and  for  related  due 
diligence:  (5)  .services  rendered  by  a 
business  associate  imrsuant  to  a 
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business  associate  agreement  and  at  the 
specific  recjuest  of  the  covered  entity;  ((ij 
])roviding  an  individual  with  access  to 
ids  or  lier  |)rotected  liealth  information 
pursuant  to  184. .524;  and  (7)  otlier 
pm])ose.s  as  tlie  .Secretary  deems 
nece.ssary  and  appropriate  l)y  regulation. 
.Section  i3405(d)(4)  of  the  Act  provides 
that  the  prohibition  on  sale  of  protected 
health  information  a])plies  to 
disclosures  occurring  six  months  after 
the  date  of  the  promulgation  of  the  final 
nigidations  implementing  this  section. 

To  implement  section  134()5((1)  of  the 
HITl’XiH  Act.  we  propo.siKl  to  add  a 
general  rule  at  §  l(i4.5()8(a)(4l  recjniring 
a  covenal  entity  to  obtain  an 
authorization  for  any  disclosure  of 
protected  health  information  in 
exchange  for  direct  or  indirect 
remuneration  from  or  on  behalf  of  tlu; 
rei;ij)ient  of  the  information  and  to 
reciuire  that  the  authorization  state  that 
the  disclosure  will  result  in 
reminuiration  to  the  covered  entity. 
(Consistent  with  the  IHTIXCH  Act.  the 
NPKM  proj)osed  to  exclude  several 
di.sclosnres  of  protected  health 
information  made  in  exchange  for 
nmumeration  from  this  general  rule.  As 
juovided  in  the  Act.  these  retjuirements 
would  also  apply  to  husiness  a.ssoi:iat(!s 
of  covered  entities. 

In  the  NPRM  we  did  not  include 
language  at  ^  184.5()8(al(4)  to  re()uir(! 
that  the  authorization  under  184.508 
specify  whether  tlu;  protected  luialth 
information  disclo.sed  by  the  covered 
entity  for  remuneration  could  he  further 
exchanged  for  remuneration  hy  the 
(aitity  ref;eiving  the  information.  The 
statute  refers  to  obtaining  a  valid 
aidhorization  that  includes  a 
remuneration  statenuait  in  accordance 
with  §  184.508.  The  remuneration 
•statemeid  required  by  ^  1()4.508  is 
whether  remuneration  will  he  received 
by  the  cju'enxl  entity  with  nispect  to  the 
disclosures  subject  to  the  authorization. 
This  puts  the  individual  on  notice  that 
the  disclosure  involves  remuneration 
and  thus,  enables  the  individual  to 
make  an  informed  decision  as  to 
whether  to  sign  the  authorization.  Thus, 
we  inter])reted  the  statute  to  mean  that 
the  authorization  must  include  a 
statement  that  the  covered  entity  is 
receiving  direct  or  indirect 
remuneration  in  exchange  for  the 
jH’otected  health  information.  We  note 
that  the.se  exact  words  do  not  need  to  he 
u.sed  in  the  statmmmt.  We  ])rovi{le 
discretion  for  covered  entities  to  craft 
aj)j)roj)riate  language  that  reflects,  for 
examj)le,  the  .sj)ecific  tyj)e  of 
remuneration  they  recchvc;.  As  we 
exj)laine(l  in  the  NPRM,  with  resj)ect  to 
the  recipient  of  the  information,  if 
j)rotected  health  information  is 


di.sclo.sed  for  remuneration  hy  a  covtued 
entity  or  husiness  associate  to  another 
c;t)vere(l  entity  or  business  assoc:iate  in 
compliance  with  the  authorization 
recpiirenumts  at  proj)os(!(l 

184.5()8(a)(4)(i),  the  recipient  covered 
entity  or  business  a.ssociate  could  not 
redi.sclose  the  protected  health 
information  in  exchange  for 
remuneration  unle.ss  a  valid 
authorization  was  obtained  in 
accordance  with  projjosed 

184.508(aK4)(i).  We  reque.sted 
comment  on  the.sc;  provisions. 

At  pro])osed  §  184.5()8(a)(4)(ii),  we  set 
forth  the  exceptions  to  the  authorization 
re()uirement.  W(!  propo.sed  the 
exceptions  providetl  for  by  section 
134()5(d)(2l  of  the  IIITIX’.H  Act,  and  also 
])roposed  to  exercise  the  authority 
granted  to  the  .Secretary  in  section 
13405(d)(2l(Cd  to  include  additional 
excejjtions  that  we  deemed  to  he 
similarly  nece.ssary  and  a])]U’opriate. 
These  exce])tions  are  di.scussed  below. 
We  recjnested  comment  on  whether 
then;  were  additional  exceptions  that 
should  he  included  in  the  final 
regulation. 

First.  w(!  propo.sed  to  include  an 
exception  to  cover  exchanges  for 
remuneration  for  public  health  activities 
])ur.snant  to  I(i4.512(h)  or  184.514(e). 
\Ve  adchul  the  reference  to  184.514(e) 
of  the  Privacy  Rule  to  ensun;  that 
disclosur(!s  of  protected  health 
information  for  public  healtli  activities 
in  limited  data  set  form  would  al.so  he 
exce])ted  from  the  authorization 
recpnrement,  in  addition  to  di.sclo.sures 
that  may  occur  under  §  184.512(h)  with 
more  identifiable  information.  With 
respect  to  the  exception  for  public 
health  disclosures,  section 
134()5(d)(3)(A)  of  the  HITECH  Act 
recjuires  that  the  Secretarv  evaluate  the 
imj)act  on  jjnhlic  health  activiti(!.s  of 
restricting  this  exception  to  recpdre  that 
the  ])rice  charged  for  the  data  reflects 
only  the  costs  of  preparation  and 
transmittal  of  the  data,  including  those 
conducted  hy  or  for  the  u.se  of  the  Food 
and  Drug  Admini.stration  (FDA).  .Section 
1 34()5(d)(3)(B)  further  provides  that  if 
the  .S(!cretarv  finds  that  such  further 
restriction  will  not  imj)ede  ])uhlic 
health  activities,  the  restriction  may 
then  he  included  in  the  njgnlations.  We 
did  not  pro|)os(;  to  include  such  a 
restriction  on  remuneration  in  the  Rule, 
hut  recpiested  j)uhlic  comment  to  assist 
us  in  evaluating  tin;  impact  of  doing  so. 

1’he  NFRM  also  included  an 
exce])tion  for  di.sclosnres  of  jn'otected 
health  information  for  research 
purposes,  pursuant  to  1 84.51 2(i)  or 
184.514(e),  in  exchange  for  which  the 
covered  entity  receives  only  a 
reasonable,  cost  ha.sed  fe(!  to  cover  the 


cost  to  j)re])are  and  transmit  tlu; 
information  for  research  purposes.  Like 
the  j)uhlic  health  exception,  we 
propo.sed  to  add  a  referenc:e  to 
184.514(e)  to  ensure  that  this 
exception  would  also  apply  to  the 
disclosure  of  protected  health 
iidbrmation  in  limited  data  set  form  for 
research  pur|)oses.  We  recpiested  ))uhlic 
comment  on  the  tyjies  of  co.sts  that 
should  he  permitted  under  this 
])rovision. 

We  ])ropo.sed  to  create  an  exception 
from  tlie  authorization  recpdrement  for 
disclosurcis  of  protected  luialth 
information  for  treatment  and  jiayment 
pnrpo.ses.  Though  the  Act  only 
addressed  treatment,  we  ])roposed  to 
al.so  excejit  disclosures  for  payment  for 
health  care  from  the  remuneration 
prohibition  to  make  clear  that  the 
exchange  of  protected  health 
information  to  obtain  “juiyment,”  as 
such  term  is  defined  in  the  Privacy  Ride 
at  184.501,  would  not  he  considered  a 
sale  of  jirotected  health  information. 

Consistent  with  .section 
i:i405(d)(2)(D)  of  the  HITECH  Act.  we 
propo.sed  to  except  from  the 
authorization  rciciuirement  disclosures 
described  in  paragrajih  (8)(iv)  of  the 
definition  of  health  can;  o])eration.s  at 

184.501 ,  that  is.  disclosures  for  the 
sale,  transfer,  merger,  or  consolidation 
of  all  or  jiart  of  a  covered  entity,  or  an 
entity  that  following  such  activity  will 
become  a  covered  entity,  and  due 
diligence  related  to  such  activity. 

We  ])ropo,sed  to  provide  an  exce])tion 
from  the  authorization  r(;quirement  for 
disclosures  of  protected  health 
information  to  or  hy  a  busine.ss  associate 
for  activities  that  the  husiness  associate 
undertakes  on  b(;half  of  a  covered  entity 
pursuant  to  184.5()2(e)  and  184.5()4(e) 
of  the  Privacy  Rule,  as  long  as  the  only 
remuneration  provided  is  hy  the 
covered  entity  to  the  husiness  associate 
for  the  performance  of  such  activities. 
This  excejjtion  would  exempt  from  the 
authorization  r(;(pdrement  at 
^  184.508(a)(4)(i)  a  di.sclosure  of 
protected  health  information  by  a 
cover(;d  entity  to  a  business  associate  or 
l)y  a  business  associate  to  a  third  party 
on  behalf  of  the  covered  entity  as  long 
as  any  remuneration  received  by  the 
business  a.ssociate  was  for  the  activities 
])erformed  by  the  business  associate 
])ur.snant  to  a  business  associate 
contract. 

We  pro])o,sed  to  excejit  from  thi; 
authorization  recpdrement  disclosnr(;.s  of 
prot(;cted  health  information  hy  a 
covered  entity  to  an  individual  wh(;n 
ri;(pi(;.st(;d  under  184.524  (providing  a 
right  to  acc(;.ss  ])rot(;cted  h(;alth 
information)  or  184.528  (providing  a 
right  to  receive  an  accounting  of 
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(lisclo.sures).  While  .section 
134()3((1)(2)(F)  ol  the  IllTI-CH  Act 
explicitly  refers  only  to  (li.sc:losures 
under  §  184. .524,  we  exerci.sed  onr 
authority  under  section  134().5((1)(2)((I) 
of  the  lUTFCill  Act  tt)  likewise  include 
in  the  exception  disclosures  to  the 
individual  under  1()4.52}5.  .Section 
184.524  permits  a  covered  entity  to 
im])ose  a  reasonable,  cost-ha.sed  fee  for 
the  provision  of  access  to  an 
individual’s  protected  health 
information  upon  recpiest.  .Section 
184.528  re(|uires  a  covered  entity  to 
provide  a  requesting  individual  with  an 
accounting  of  disclosures  without 
charge  in  any  12-month  period  hut 
permits  a  covered  entity  to  impose  a 
reasonable,  c:o.st-l)a.sed  fee  for  each 
snhsecjuent  recpiest  for  an  accounting  of 
disclosures  during  that  12-month 
period.  Therefore,  a  disclosure  of 
j)rotected  health  information  under 
§  184.528  is  similar  to  a  di.sclosnre 
under  §  184.524  in  that  a  covered  entity 
may  he;  paid  a  fee  for  making  the 
disclosure. 

Pursuant  to  the  authority  granted  to 
the  Secretary  in  section  1 34()5(d)(2)(C) 
of  the  HITECH  Act,  we  proposed  an 
additional  exception  for  disclosures  that 
are  retpiired  by  law  as  permitted  under 
S  184.512(a)  of  the  Privacy  Ride. 

Finally,  we  ])ropo.sed  an  exception, 
pursuant  to  the  authority  granted  to  the 
.Secretary  in  .section  1.34()5(d)(2)(G).  for 
disclosures  of  jirotected  health 
information  for  any  other  pmqio.se 
jiermitted  by  and  in  accordance  with  the 
apjilicahle  reipiirements  of  the  Privaev 
Rule,  as  long  as  the  only  remuneration 
received  hv  the  covered  entitv  is  a 
reasonable,  cost  based  fee  to  cover  the 
cost  to  ])re])are  and  transmit  the 
protected  health  information  for  such 
ljurpo.se  or  is  a  fee  otherwise  expressly 
])ermitted  by  other  law.  We  jnojiosed 
this  exception  to  ensure  that  the 
authorization  requirement  would  not 
deter  covered  entities  from  disclosing 
protected  health  information  for 
|)ermissihle  jmrposes  under  the  Privacy 
Rule  just  hecau.se  they  routinely  receive 
payment  eijual  to  the  cost  of  jneparing. 
producing,  and  transmitting  the 
protected  health  information.  We 
emphasized  that  this  propo.sed 
exception  would  not  apjily  if  a  covered 
entity  received  remuneration  above  the 
actual  cost  incurred  to  prejiare.  ])roduc:e. 
and  transmit  the  protected  health 
information  for  the  permitted  |)urpo.se, 
unle.ss  such  fee  is  expressly  ])ermitled 
by  other  law. 

As  explained  in  the  NPRM,  we 
recognize  that  many  States  have  laws  in 
place  to  limit  the  fees  a  health  care 
provider  can  charge  to  prepare,  cojjy, 
and  transmit  medical  records.  Under 


these  laws,  there  is  great  variation 
regarding  the  tyjie.s  of  document 
])re])aration  activities  for  which  a 
provider  can  charge  as  well  as  the 
jiermissihle  fee  schedules  for  such 
preparation  activities.  .Some  .States 
simjily  reciuire  any  reasonable  costs 
incurred  by  the  provitler  in  making 
copies  of  the  medical  records  to  he  paid 
for  by  the  reipiesting  party,  while  other 
.States  set  forth  specific  cost  limitations 
with  respect  to  retrieval,  labor,  supplies, 
and  copying  costs  and  allow  charges 
e(|ual  to  actual  mailing  or  shipjiing 
costs.  Many  of  these  .State  laws  .set 
different  co.st  limitations  based  on  the 
amount  and  type  of  information  to  he 
provided,  taking  into  account  whether 
the  information  is  in  jiaper  or  electronic 
form  as  well  as  whether  the  re{|ue.sted 
material  includes  x-rays,  films,  disks, 
tapes,  or  other  diagnostic  imaging.  The 
pro])osed  excejition  would  permit 
recoupment  of  fees  expressly  permitted 
by  these  other  laws. 

Overview  of  Public  (Comments 

Many  commenters  asked  for 
clarification  on  the  scope  of  activities 
that  constitute  a  “sale  of  protected 
health  information.”  .Several  of  these 
commenters  asked  that  the  final  ride 
include  a  definition  of  “sale  of  jirotected 
health  information”  and  argued  that  the 
])roposed  language  at  §  184.5()8(a)(4) 
was  too  broad  and  had  the  |)otential  to 
capture  a  numher  of  activities  that 
should  not  constitute  a  “sale”  of 
])rotected  health  information. 
Commenters  made  a  variety  of 
suggestions  in  this  regard,  including 
sugge.sting  that  a  definition  of  .sale 
should  focus  on  the  transfer  of 
ownership  of  jirotected  health 
information  and  thus  exclude 
disclosures  pursuant  to  an  acce.ss 
agreement,  license,  or  lease  that 
approjniately  limits  a  recijiient’s  uses  or 
disclosures  of  the  information:  or  that  a 
definition  of  .sale  should  more  clearly 
capture  tho.se  disclosures  where 
remuneration  is  provided  in  exchange 
for  jjrotected  health  information,  rather 
than  all  di.sclosures  that  may  involve 
remuneration.  A  numher  of  commenters 
were  concerned  that  fees  ])aid  for 
services  or  jirograms  that  involve  the 
disclosure  of  protected  health 
information  hut  that  are  not  fees  to 
purcha.se  the  data  themselves 
nonetheless  would  turn  such  disclosure 
into  a  .sale  of  jjrotected  health 
information.  Inir  example,  some 
commenters  were  concerned  that  the 
disclosure  of  research  results  to  a 
research  sponsor  would  he  a  sale  of 
jirotected  health  information  because 
the  spon.sor  paid  the  covered  entity  for 
its  services  in  conducting  the  research 


.study  or  project.  Other  commenters 
expressed  concern  about  the 
authorization  reipiirements  for  the  sale 
of  jirotected  health  information 
applying  to  programs  for  which  a 
covered  entity  receives  funding  and.  as 
a  condition  of  that  funding,  is  reipiired 
to  rejiort  data,  such  as  under  the 
Medicare  and  Medicaid  incentive 
payment  programs  for  meaningful  u.sers 
of  certified  electronic  health  record 
technology  and  certain  .State  grant 
programs.  A  few  commenters  were 
concerned  that  the  excdiange  of 
|)rotected  health  information  through  a 
health  information  exchange  (HIE)  that 
is  jiaid  for  through  fees  a.sse.ssed  on  HIE 
particijiants  could  he  considered  sale  of 
protected  health  information. 

Commenters  also  asked  for 
clarification  on  the  meaning  and  scojie 
of  the  term  “direct  and  indirect 
remuneration.”  and  some  were 
particularly  concerned  that  “indirect 
remuneration”  meant  nonfinancial 
benefits  provided  in  exchange  for 
protected  health  information  could  turn 
a  disclosure  into  a  .sale  of  protected 
health  information.  .Some  commenters 
stated  that  jirohihiting  the  receipt  of 
indirect  remuneration  or  nonfinancial 
benefits  mav  eliminate  anv  incentive  for 
covered  entities  to  particijiate  in  certain 
collaborative  research  or  ipiality 
activities,  in  which  covered  entities 
contribute  data  to  a  centralized  dataha.se 
to  create  aggregate  data  sets  and  in 
return  may  receive  a  numher  of 
nonfinancial  benefits,  such  as  the  ability 
to  use  the  aggregated  information  for 
research  or  access  to  ipiality  assurance/ 
quality  improvement  tools,  (iertain 
commenters  argued  that  the  term 
indirect  in  the  statute  modifies  the 
“receipt”  of  remuneration  (i.e.,  that  the 
.statute  also  applies  to  the  situation 
where  the  remuneration  is  jirovided  by 
a  third  party  on  behalf  of  the  recipient 
of  the  protec.ted  health  information)  and 
not  the  type  of  remuneration. 

The  jnihlic  health  excejition  to  the 
remuneration  prohibition  received  a 
significant  amount  of  support  from 
commenters.  .Several  commenters 
ex})res.setl  specific  siqiport  for  the 
jirojio.sal  to  expand  the  exception  to  also 
a|)plv  to  di.sclosures  of  limited  data  sets 
for  jnihlic  health  jiurposes.  With  resjiect 
to  the  request  for  comment  on  the 
inqiact  of  restricting  this  exception  to 
require  that  the  price  charged  for  the 
data  reflects  on  the  costs  of  jirejiaring 
and  transmitting  the  data,  commenters 
were  generally  ojiposed  to  imposing 
such  a  restriction.  Commenters  .stated 
that  it  mav  he  difficult  and  burdensome 
to  determine  if  some  of  a  covered 
entity’s  routine  public  health  re]K)rting 
involve  any  type  of  remuneration  and 
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that  a  cost-ha.sed  restriction  on 
nMiuineration  would  discourage  and 
impede  covered  entities  from  making 
important  public  health  disclosun;s. 

One  commenter  was  opposed  to  the 
pul)lic  h(!alth  exception  altogether, 
stating  that  it  is  a  privacy  loophole  that 
eliminates  consumer  control  over  their 
protected  health  information. 

Many  re.spondents  to  the  ])ropo.setl 
sale  ])rohil)ition  commented  on  the 
proposiul  exception  for  re.search.  Whih; 
most  commeiders  suj)ported  including 
an  exception  for  resinirch  disclosures, 
including  di.sclosures  of  limited  data 
sets  for  reseanli.  many  aligned  that  the 
excej)tion  should  not  lx;  limited  to  the 
receipt  of  a  reasonable  cost-based  fee  to 
prepare  ami  transmit  the  data  as  such  a 
fee  limitation  could  im|)ede  important 
re.search  efforts.  A  nnmher  of 
commenters  specifically  o))posed 
imposing  a  fee  limitation  on  the 
disclosure  of  limited  data  set.s.  If  a  fee 
limitation  were  retained,  commenters 
argued  that  it  should  he  broadly 
construed.  The  majoritv  of  commenters 
on  this  i.ssne  snjiported  the  jirojio.sed 
exceptions  to  the  remuneration 
prohibition  for  treatment  and  health 
care  pavment  inirposes.  as  necessarv  so 
as  not  to  impede  these  core  health  care 
functions.  (Overall,  support  was  also 
expressed  by  tho.se  who  commented  on 
the  exception  for  the  sale,  transfer, 
merger,  or  consolidation  of  a  covered 
entity.  Further,  commenters  generally 
agreed  that  a  covered  entity  should  he 
permitted  to  disclo.se  protected  health 
information  without  individual 
authorization  as  recpiired  by  law,  even 
if  remuneration  is  received  in  exchange 
for  the  disclosure. 

(lommenters  akso  submitted  a  number 
of  comments  and  qiie.stions  regarding 
the  ability  of  busine.ss  as.sociates  to 
receive  fees  under  both  the  jiropo.sed 
excejition  specifically  for  fees  jiaid  by  a 
covered  entity  to  a  business  associate 
and  the  general  exception  that  would 
allow  a  covered  (mtity  to  receive  a 
reasonabUi,  cost-based  fee  to  cov(!r  the 
costs  to  jjrepare  and  transmit  the  data  or 
a  fe(!  otherwise  expressly  |)ermitt(!d  by 
other  law  for  any  disclosure  permitted 
by  the  Privacy  Rule.  While  commenters 
generally  su]3j)orted  these  exce])tions, 
comment(!rs  were  concerned  that  flui.se 
exceptions  ajjpearetl  not  to  cover  the 
common  situation  where  a  business 
as.sociate.  rather  than  the  coveretl  entity, 
receives  remuneration  from  a  third  party 
for  making  a  permitted  disclosure  under 
the  Privacy  Rule.  For  examjile.  a 
number  of  commenters  stated  that 
covered  entities  often  outsource  to 
relea.se  of  information  (ROl)  vendors  the 
j)rocessing  of  retpiests  for  co])ies  of 
medical  records  from  third  j)arties  and 


that  these  vendors  and  not  the  covenxl 
entities  bill  for  the  reasonable  co.sts  of 
j)roviding  the  n;cords  to  the  recpiestors. 
Commenters  asked  that  the  final  rule 
clarify  that  business  associates  can 
continue  to  receive  ])avment  of  co.sts 
from  third  parties  for  providing  this 
service  on  behalf  of  covcmchI  entities. 
Another  commenter  re(|ue.sted  that  the 
final  rule  clarify  that  the  exce|)tion  for 
remuneration  to  a  busine.ss  as.sociate  for 
activities  performed  on  behalf  of  a 
covered  entity  also  ap])lie.s  to 
remnneration  received  by 
subcontractors  performing  services  on 
biihalf  of  busine.ss  as.sociates. 

Finally,  several  commenters  also 
responded  to  the  propo.sed  rule’s 
riKjnest  for  comment  on  the  general 
exce])tion  at  l(i4..5()8(a)(4)(ii)(H)  by 
suggesting  co.sts  that  they  believed 
should  be  permitted,  including  but  not 
limited  to  costs  for:  pr(q)aring, 
producing,  and  transmitting  protected 
health  information;  retrieval,  labor. 
.suj)])li(!.s,  and  co|)ying  co.sts;  personnel 
and  overhead  costs;  investments  and 
indirect  co.sts:  and  any  costs  that  are  in 
com])liance  with  .State  law. 

Final  Rule 

The  final  rule  ado])t.s  the  HI  TFCH 
Act’s  prohibition  on  the  sah;  of 
protected  health  information  but  makes 
certain  changes  to  the  j)rovision.s  in  the 
proposed  ruh;  to  clarify  the  scojx;  of  the 
juovisions  and  otherwi.se  adtlress 
certain  of  commenters’  c;oncerns.  f'irst, 
we  have  moved  the  general  i)rohihition 
on  the  sale  of  j)rotected  health 
information  by  a  covered  (mtity  or 
busiiui.ss  as.sociate  to  l()4..502(a)(.5)(ii) 
and  cr(;ated  a  definition  of  “sale  of 
jnotected  health  information.’’ 
NiniKirous  commentcms  recjuested  that 
the  Privacy  Rule  include  a  (hd'inition  of 
.sale  to  better  clarify  what  types  of 
tran.sactions  fall  within  the  .scoix:  of  the 
])rovi.sion.s.  Accordingly. 

§  l(i4..5()2(a)(.5)(ii)(B)(?)  defines  “sale  of 
])rotected  health  information’’  to 
geiKiially  mean  “a  di.sclosnre  of 
j)rot(icted  Inudlh  information  by  a 
cov(!red  entity  or  business  as.sociate.  if 
applicable,  where  the  covenxl  entity  or 
busine.ss  associate  directly  or  indircjctlv 
receiv(!.s  remuneration  from  or  on  behalf 
of  the  njcipieni  of  the  protected  hiialth 
information  in  exchange!  for  the 
protected  luialth  information.”  .Section 
l(';4.5()2(a)(.5)(ii)(I3)(2)  then  exclud(!.s 
from  the  definition  the  various 
exce))tions  that  were  in  the  ])ro])osed 
rule  (discus.sed  further  below). 

We  do  not  limit  a  “sale”  to  those 
tran.sactions  where  there  is  a  transfer  of 
ownership  of  j)rot(!cted  health 
information  as  some  commenters 
suggested.  The  HITEC^H  Act  does  not 


include  such  a  limitation  and  the 
Privacy  Ride  rights  and  jirotections 
apjily  to  protected  health  information 
without  regard  to  ownership  intine.sts 
over  the  data.  Thus,  the  sale  provisions 
apply  to  di.sclosures  in  exchange  for 
remnneration  including  those  that  are 
the  result  of  access,  license,  or  lease 
agriHiiiients. 

In  addition,  we  do  not  consider  sale 
of  protected  luialth  information  in  this 
provision  to  encomjiass  payments  a 
covered  liiitity  may  receive  in  the  form 
of  grants,  or  contracts  or  other 
arrangements  to  perform  ])rograms  or 
activities,  such  as  a  resixirch  study, 
b(!cau.se  any  provision  of  protected 
health  information  to  the  jiayer  is  a 
bv])roduct  of  the  .s(!rvice  being  jirovided. 
Thus,  the  payment  by  a  riisearch 
sponsor  to  a  covennl  entity  to  conduct 
a  research  study  is  not  considiired  a  sale 
of  protected  health  information  (wen  if 
ni.search  results  that  may  include 
])rotected  health  information  are 
disclo.sed  to  the  spon.sor  in  the  course  of 
the  study.  Further,  the  receipt  of  a  grant 
or  funding  from  a  government  agency  to 
conduct  a  ])rogram  is  not  a  sale  of 
|)rotected  health  information,  even  if,  as 
a  condition  of  niceiving  the  funding,  the 
covered  entity  is  r(!(|uired  to  report 
prot(!cted  health  information  to  the 
agency  for  program  oversight  or  other 
])ur])o.ses.  ((Certain  of  these  disclosures 
would  also  be  exempt  from  the  sale 
reijuirements,  de])ending  on  whether 
the  requirement  to  report  data  was 
included  in  uigulation  or  other  law.) 
Similarly,  we  clarify  that  the  exchange 
of  protected  hi^alth  information  through 
a  health  information  exchange  (HIE)  that 
is  ])aid  for  through  fees  asse.ssed  on  HIE 
])articipant.s  is  not  a  .sale  of  ])rotected 
health  information;  rather  the 
remuneration  is  for  the  siirvices 
jjrovided  by  the  HIE  and  not  for  the  data 
itself.  (.Such  disclosures  may  also  be 
exemjjt  from  the.se  provisions  under  the 
exception  for  disclosures  to  or  by  a 
busine.ss  associate  that  is  being 
compensated  by  a  coveriul  entity  for  its 
.services.)  In  contrast,  a  sale  of  protected 
health  information  occurs  when  the 
covered  entity  iirimarily  is  biiing 
(.omjiensated  to  sn])])lv  data  it  maintains 
in  its  role  as  a  cov(!r(!d  entitv  (or 
busine.ss  as.sociate).  Thus,  such 
disclosuri!.s  riujuire  the  individual’s 
authorization  unless  thiw  otherwise  fall 
within  an  exce])tion  at 
§  l(>4..5()2(a)(5)(ii)(B)(2).  For  (!xam])le,  a 
disclosure  of  protected  health 
information  by  a  covered  entity  to  a 
third  party  researcher  that  is  conducting 
the  research  in  exchange  for 
remuneration  would  fall  within  the.se 
provisions,  unless  the  only 
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remuneration  received  is  a  reasonal)le, 
(;ost-l)ased  fee  to  cover  the  cost  to 
j)r(;])are  and  transmit  the  data  for  such 
purposes  (see  l)elo\v). 

In  response  to  (jiKistions  l)v 
commentei’s,  we  also  clarifv  the  scope  of 
the  t(!rm  “remuneration.”  The  statute; 
uses  the  term  “remuneration.”  and  not 
“|)ayment,”  as  it  (lo(;s  in  tlie  marketing 
provisions  at  section  134()(i(a).  Oecause 
the  statute  uses  different  terms,  we  do 
not  believe  that  remuneration  as  aj)])lied 
to  the  sale  |)rovisions  is  limiteel  to 
financial  payment  in  the  same  way  it  is 
so  limited  in  the  marketing  ])rovisions. 
Thus,  the  prohibition  on  sale  of 
protected  health  information  ajjplies  to 
the  receipt  of  nonfinancial  as  well  as 
financial  benefits.  In  response  to 
commenters  who  indit:ated  that  the 
.statute’s  terms  “direct  and  indirect” 
apply  to  how  the  remuneration  is 
received  rather  than  the  remuneration 
itself,  we  agree  and  have  moved  the 
terms  in  the  definition  to  further  make 
clear  that  the  })rovisions  ])rohil)it  the 
ret;ei])t  of  remuneration  not  only  from 
the  third  jiarty  that  receives  the 
protected  health  information  hut  also 
from  another  ];arty  on  behalf  of  the 
reci])ient  of  the  ])rotected  health 
information.  However,  this  does  not 
change  the  scope  of  the  term 
“remuneration.”  As  tliscus.sed  above, 
we  inter|)ret  the  statute  to  mean  that 
nonfinancial  benefits  are  included  in 
the  prohibition.  Thus,  a  covered  entity 
or  husine.ss  as.sociate  may  not  disclose 
protected  health  information  in 
exchange  for  in  kind  benefits,  unless  the 
disclosure  falls  within  one  of  the 
exceptions  discussed  l)(;low.  Consider, 
for  examj)le,  a  covered  entity  that  is 
offered  comj)uters  in  exchange;  for 
disclosing  protected  health  information. 
The  provision  of  protected  health 
information  in  exchange  for  the 
computers  would  not  he  considered  a 
sale  of  i)rotected  health  information  if 
the  comj)uters  were  solely  usetl  for  the 
purpo.se  of  prejjaring  and  transmitting 
protected  health  information  to  the 
person  collecting  it  and  were  returned 
when  such  disclosure  was  com])leted. 
However,  if  the  covered  entity  is 
permitted  to  use  the  computers  for  other 
])ur])oses  or  to  keep  the  com])uters  even 
after  the  di.sclosures  have  been  made, 
then  the  covered  entity  has  received  in 
kind  remuneration  in  exchange  for  the 
])rotected  health  information  above 
what  is  needed  to  make  the  actual 
disclosures. 

VVe  retain  in  the  final  rule  the  broad 
exception  for  disclosures  for  public 
health  purposes  made  pursuant  to 
§§184.512(1))  and  184. 514(e).  Ba.sed  on 
the  concerns  from  the  ])ul)lic  comment 
that  narrowing  the  exception  could 


discourage  voluntary  public  health 
r(;])orting.  we  do  not  limit  the  exce])tion 
to  only  those  disclosures  where  all  the 
covered  entity  r(;ceives  as  remuneration 
is  a  cost-based  fee  to  cover  the  co.st  to 
l)r(;])are  and  transmit  the  data. 

VVith  respect  to  the  exce])tion  for 
research  disclosures,  tin;  final  ride 
adopts  the  language  as  proposed, 
including  the  cost-based  fee  limitation 
provided  for  in  the  HlTfiCH  Act.  Thus, 
disclosures  for  research  purposes  are 
except(;d  from  the  remuneration 
))rohihition  to  the  extent  that  the  only 
remuneration  received  by  the  covered 
entity  or  business  a.ssociate  is  a 
reasonable  cost-haseil  fee  to  cover  tin; 
cost  to  prepare  and  transmit  the 
])rotected  health  information  for  such 
purposes.  VVe  do  not  remove  the  fee 
limitation  as  reijuested  by  some 
commenters:  the  statutory  language 
included  in  Section  134()5(d)(2)(13)  of 
the  H1TEC31  Act  clearly  states  that  any 
remun(;ration  rec(;ived  in  exchange  for 
research  disclosures  must  r(;nect  onlv 
the  cost  of  jireparation  and  transmittal 
of  the  data  for  such  [nirpose. 

In  resjionse  to  comments  about  the 
types  of  costs  that  are  perndtted  in  the 
reasonable  cost-has(;d  fee  to  pr(;])are  and 
transmit  the  data,  wi;  clarifv  that  this 
may  include  both  direct  and  indir(;ct 
co.sts,  including  labor,  materials,  and 
su])plies  for  generating,  storing, 
retrieving,  and  transmitting  tin; 

])rotected  health  information;  labor  and 
supplies  to  (;nsure  the  |)rotected  health 
information  is  disclosed  in  a 
])ermissihle  manner;  as  well  as  related 
capital  and  overh(;ad  costs.  However, 
fees  charged  to  incur  a  profit  from  the 
disclosure  of  protected  health 
information  are  not  allowed.  \\T;  believe 
allowing  a  jirofit  margin  would  not  he 
consistent  with  the  language  contained 
in  Section  13485  of  the  HITECH  Act.  We 
intend  to  work  with  the  research 
community  to  provide  guidance  and 
help  the  research  community  reach  a 
common  understanding  of  ajijiropriate 
cost-ha.sed  limitations  on  remuneration. 

Wi;  retain  the  excejitions  jiroposed  for 
tr(;atment  and  payment  di.sclosures 
without  modification  and  agree  with 
commenters  that  the.se  excejitions  are 
neces.sary  to  make  clear  that  these  core 
health  care  functions  mav  continue. 
vSimilarly,  we  r(;tain  the  exception  to  the 
remuneration  ])rohihition  for 
disclosures  for  the  transfer,  merger,  or 
con.solidation  of  all  or  part  of  a  covered 
(;ntity  with  another  covered  entity,  or  an 
entity  that  following  such  activity  will 
become  a  covered  entity,  and  related 
due  diligence,  to  ensure  that  such 
disclosures  mav  continue  to  occur  in 
accordance  with  the  Privacy  Rule.  We 
retain  the  jiropo.sed  exception  for 


disclosures  that  are  otherwise  required 
by  law  to  ensure  a  covered  entity  can 
continue  to  meet  its  legal  obligations 
without  imjKising  an  authorization 
recpiirement.  We  also  retain  the 
exception  for  disclosures  to  the 
individual  to  jiroviih;  the  individual 
with  access  to  protected  health 
information  or  an  accounting  of 
disclosures,  where  the  fees  charg(;d  for 
doing  .so  are  in  accord  with  the  Privaev 
Rule. 

\\h;  adoj)t  the  (;xc:ej)tion.s  for 
remuneration  paid  by  a  covered  entity 
to  a  husine.ss  as.sociate  for  activities 
performed  on  behalf  of  a  covered  entitv, 
as  well  as  the  general  exception 
permitting  a  covered  entity  to  receive 
remuneration  in  the  form  of  a 
reasonable,  cost-based  fee  to  cover  the 
co.st  to  prepare  and  transmit  the 
jirotected  health  information  for  anv 
disclosure  otherwi.se  permitted  by  the 
Privacy  Rule.  Howi;ver.  we  maki;  a 
numher  of  clarifications  to  address 
commenters  questions  and  concerns 
regarding  the  ability  of  a  business 
associate  rather  than  a  covered  entitv  to 
receive  the  permitted  remuneration. 
First,  we  add  the  term  “husine.ss 
associate”  in  the  general  exception 
permitting  r(;a.sonahle.  co.st -based  fees  to 
prepare  and  tran.smit  data  (or  fees 
p(;rmitte(l  by  State;  laws)  to  make  clear 
that  business  associates  may  continue  to 
recoil])  fees  from  third  ])arty  record 
reipiestors  for  ])re])aring  and 
transmitting  records  on  behalf  of  a 
covered  entity,  to  the  extent  such  fees 
are  reasonable,  cost-based  fees  to  cover 
the  co.st  to  j)repare  and  tran.smit  the 
j)rotected  health  information  or 
otherwi.se  ex])re.s.sly  permitted  by  other 
law.  Second,  we  clarifv  in  the  business 
as.sociate  exception  that  the  exce])tion 
would  also  cover  remuneration  by  a 
business  associate  to  its  subcontractor 
for  activities  j)erformed  by  the 
subcontractor  on  behalf  of  the  husine.ss 
associate.  Finally,  we  add  the  term 
“business  associate”  to  the  general 
prohibition  on  sale  of  ])rotected  health 
information  for  consi.stency,  even 
though,  without  the  addition,  a  busine.ss 
a.ssociate  still  would  not  hi;  ])ermitted  to 
.sell  i)rotected  health  information  as  a 
business  a.ssociate  may  generally  only 
make  ii.ses  and  disclosures  of  j)rotecte(l 
health  information  in  manners  in  which 
a  covered  entity  would  be  ])ermitted 
under  the  Privacy  Rule. 

With  re.s])ect  to  the  types  of  costs  that 
would  be  permitted  as  ])art  of  a 
rea.sonable,  cost-based  fee  under  this 
provision,  we  clarifv  that  the  final  rule 
j)ermit.s  the  .same  tvpes  of  costs  under 
this  excej)tion  as  the  re.search  excei)tion, 
as  well  as  co.sts  that  are  in  compliance 
with  a  fee  schedule  provided  by  State 
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law  or  otlierwise  expnjssly  jjermitted  by 
otlier  ap])li(;able  law.  Thus,  co.sts  may 
include  the  dinu-.f  and  indirect  co.sts  to 
|)repare  and  transmit  the  data,  including 
labor,  materials,  and  sn])])lies,  hut  not  a 
profit  margin.  We  intend  to  continue  to 
work  with  interested  .stakeholders  to 
develop  more  guidance  on  direct  and 
indirect  costs  and  on  renmneration. 

Respon.se  to  Other  Fnhlic  (lomments 

Qmnnen/:  Several  commenters 
suggested  that  we  make  clear  in  the  final 
ride  that  redi.sclosnres  of  information  by 
a  recijiient  covered  entity  or  business 
assoinate  even  for  remuneration  that  are 
.set  forth  in  the  original  authorization  are 
not  restricted  by  this  jirovision.  Another 
commenter  argued  that  the  original 
authorization  form  should  indicate 
whether  the  recijiient  of  the  protected 
health  information  will  further 
exchange  the  information  for 
remuneration. 

liesponse:  It  is  exjiected  to  he  the 
usual  case  that  if  a  covered  entity  or 
business  associate  that  receives 
protected  health  information  in 
exchange  for  remuneration  wishes  to 
further  di.sclo.se  that  information  in 
exchange  for  remuneration,  then  an 
additional  authorization  in  accordance 
with  §  184. ,108  must  he  obtained 
hecan.se  such  disclosures  will  not  he 
encompassed  by  the  original 
authorization.  However,  it  may  he 
possible  that  redi.sclosnres  of 
information  for  remuneration  by  a 
recipient  covered  entity  or  business 
associate  do  not  recpiire  an  additional 
authorization,  provided  it  is  sufficiently 
clear  to  the  individual  in  the  original 
authorization  that  the  recijiient  covered 
entity  or  business  associate  will  further 
disclo.se  the  individual's  jirotected 
health  information  in  exchange  for 
remuneration.  In  respon.se  to  the 
commenter  that  argued  that  the  original 
authorization  form  should  indicate 
whether  the  recipient  of  the  jirotected 
health  information  will  further 
exchange  the  information  for 
remuneration,  as  exjilained  above  we 
believe  the  language  included  in  .Sei:tion 
KMO.I  of  the  Hrri'XiH  Act  was  to  alert 
the  individual  as  to  whether  the 
disclosures  he  or  she  was  authorizing  at 
the  time  involved  renmneration.  Where 
the  recijiient  of  protected  health 
information  pursuant  to  an 
authorization  is  a  third  party  that  is  not 
a  covered  entity  or  hnsine.ss  associate, 
we  do  not  have  authority  tri  reipiire  that 
entity  to  di.sclo.se  to  the  di.sclosing 
covered  entity  or  business  associate 
whether  it  plans  to  further  exchange  the 
protected  health  information  for 
renmneration  for  purposes  of  including 
such  information  on  the  authorization 


form.  However,  covered  entities  that  are 
informed  of  such  information  may 
include  it  on  the  authorization  form  if 
they  wish  to.  In  any  event,  the  Frivacv 
Rule  retains  the  reipiirement  that  an 
authorization  inform  the  individual  of 
the  ])otential  for  information  di.sclosed 
pursuant  to  the  authorization  to  be 
subject  to  redisclosnre  by  the  recipient 
and  to  no  longer  he  subject  to  the 
Privacy  Rule. 

Coiumont:  Several  commenters  asked 
for  clarification  on  the  effect  the  final 
rule  will  have  on  existing  research 
efforts  and  some  suggested  that  HI  IS 
should  grandfather  in  all  Privacy  Rule 
authorizations  for  research  obtained 
under  existing  law  before  the  effective 
date  of  the  final  rule.  The.se  commenters 
believed  addressing  current  research 
would  be  nece.ssary  to  ensure  the  rule 
would  not  frustrate  ongoing  research 
efforts. 

IiHS})onsf;:  We  agree  that  ongoing 
research  studies  that  are  based  on  a 
prior  permission  under  the  Privacy  Rule 
for  the  research  use  or  disclosure  of 
protected  health  information  should  be 
grandfathered  .so  as  not  to  disrupt  the.se 
ongoing  studies.  We  have  added  a 
reference  to  the  authorization 
reijnirements  that  a])])lv  to  the  sale  of 
jirotected  health  information  at 
^  l(i4..'i()8(a)(4)  to  make  clear  that  the 
transition  provisions  in  §184. .132  apply 
to  ])ermi.ssions  existing  jirior  to  the 
ai)])licahle  compliance  dale  of  the  Rule. 
Thus,  a  covered  entity  may  continue  to 
rely  on  an  authorization  obtained  from 
an  individual  prior  to  the  compliance 
dale  even  if  renumeration  is  involved 
but  the  authorization  does  not  indicate 
that  the  di.sclosure  is  in  exchange  for 
remuneration.  This  would  apply  to 
authorizations  for  any  permissilile 
pnrpo.se  under  the  Rule  and  not  jn.st  for 
re.search  jmrposes.  Further,  in  the 
research  context,  where  a  covered  entity 
obtained  docnmenlation  of  a  waiver  of 
authorization  from  an  Institutional 
Review  Hoard  or  Privacy  Board  prior  to 
the  compliance  date  for  this  final  rule, 
the  covered  entity  may  continue  to  rely 
on  that  documentation  to  release 
|)rotected  health  information  to  a 
researcher,  even  if  the  covered  entitv 
receives  remuneration  in  the  form  of 
more  than  a  reasonable,  cost  based  fee 
to  jirepare  and  transmit  the  data. 

Finally,  we  also  provide  at  new 
§  184..132(f)  that  a  covered  entitv  may 
continue  to  n.se  or  disclose  a  limited 
data  set  in  accordance  with  an  existing 
data  use  agreement  that  meets  the 
reipiirements  of  §  184..114(e).  including 
for  research  purposes,  until  the  data  use 
agreement  is  renewed  or  modified  or 
until  one  year  from  the  comjiliance  date 
of  this  final  rule,  whichever  is  earlier. 


even  if  such  disclosure  would  otherwise 
constitute  a  sale  of  protected  health 
information  ujion  the  effective  date  of 
this  rule. 

Comnumi:  .Some  commenters  were 
concerned  that  the  sale  prohibition 
would  ap])ly  to  a  covered  entity’s  sale 
of  accounts  receivable  including 
])rotected  health  information  to  a 
collection  agency,  arguing  that  such 
disclosures  should  remain  permi.ssihle 
without  authorization  as  a  pavment 
disclosure. 

Hasponsa:  Disclosures  of  ]jrotected 
health  information  for  jiayment 
collection  activities  are  permitted 
without  authorization  as  a  payment 
disclosure  under  the  Privacy  Rule  (see 
§§  184. .101  and  184..108(a))  and  thus,  are 
exce])ted  from  the  remuneration 
jirohibition  at 

§184..102(a)(.1)(ii)(B)(2)(i7y). 

(Joinincnt:  A  few  commenters  asked 
that  the  final  rule  clarify  that  transfers 
of  value  among  entities  under  common 
control  does  not  implicate  the 
authorization  requirements.  .Similarly, 
.some  commenters  sought  clarification 
on  whether  business  transfers  on  the 
hooks  for  internal  reorganization  would 
also  be  excluded  under  the  transfer, 
merger,  and  consolidation  exception  to 
the  final  rule. 

Ih^sponsa:  First,  we  clarify  that  uses  of 
Jirotected  health  information  within  a 
covered  entity  that  is  a  single  legal 
entity  are  not  imjilicated  by  the 
remuneration  jirohibition  as  the 
Jirohibition  ajijilies  only  to  disclosures 
outside  of  a  covered  entity.  .Second,  the 
use  of  Jirotected  health  information 
among  legally  sejiarate  covered  entities 
under  common  ownershiji  or  control 
that  have  designated  themselves  as  an 
affiliated  covered  entity  (i.e.,  a  single 
covered  entity  for  jiurjioses  of 
comjiliance  with  the  HIPAA  Rides)  is 
not  imjilicated.  .See  the  requirements  for 
affiliated  covered  entities  at 
§  184.1().1(h).  Thus,  to  the  extent  that 
what  the  commenters  contemjilate  is  an 
otherwi.se  jiermi.ssihle  use  of  jirotected 
health  information  within  a  single  legal 
entity  that  is  a  covered  entitv  or  an 
affiliated  covered  entitv.  such  use  of 
data  is  not  imjiacted  bv  these 
jirovisions.  Third,  disclosures  of 
Jirotected  health  information  for  the 
.sale,  tran.sfer,  merger,  or  consolidation 
of  all  or  jiart  of  a  covered  entity  with 
another  covered  entitv,  or  with  an  entitv 
that  following  such  activitv  will  become 
a  covered  entity  and  due  diligence 
related  to  such  activity  are  excejited 
from  the  definition  of  sale  of  jirotected 
health  information  at 
§184.502(a)(.1)(ii)(B)(2)(/v). 

Cjomment:  .Some  commenters 
exjiressed  concern  over  the  role  the 
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Institutional  Review  Board  will  ])lay  in 
(letennining  reasonable  costs,  and 
.several  coinnienters  asked  that  tin;  final 
ride  clarify  that  the  Institutional  Review 
Board  is  not  responsible  for  making  a 
determination  regarding  the 
jiermissihility  of  the  fees  jiaid  in 
exchange  fora  disclosure  of  protected 
health  information  for  research 
|)urpose.s. 

/te.s/jon.se;  We  clarify  that  a  covered 
entity,  or  business  associate  if 
applicable,  is  responsible  for 
determining  whether  any  fees  })aid  to 
the  entity  in  exchange  for  jirotected 
health  information  covers  the  covered 
entity’s  or  business  associate's  costs  to 
prepare  and  tran.smit  protected  health 
information  for  research. 

('.ommunt:  A  few  commenters  sought 
clarification  on  how  to  differentiate 
acce.ss  to  jirotected  health  information 
from  access  to  statistical  data, 
particularly  when  remuneration  is 
provided  for  acce.ss  to  a  dataha.se  hut  the 
jiartv  is  .solely  interested  in  a  pojmlation 
.study,  not  an  individnal’s  jirotected 
health  information. 

Ufisponse:  Di.sclosures  of  health 
information  that  has  been  de-identified 
in  accordance  with  the  Privacy  Rule  at 
S  l(i4.514(h)-(d)  are  not  subject  to  the 
remnneration  prohihition  as  siu:h 
information  is  not  protected  health 
information  under  the  Rule.  However,  a 
covered  entity  that  allows  a  third  partv 
acce.ss  to  a  database  containing 
])rotected  health  information  in 
exchange  for  remuneration  is  subject  to 
the.se  provisions  unle.ss  an  excejition 
applies  (e.g.,  the  remuneration  received 
is  limited  to  a  rea.sonahle.  cost-based  fee 
to  ])re]3are  and  make  available  the  data). 

Commt^ni:  A  number  of  commenters 
argued  that  limited  data  .sets  should  be 
exeiujited  entirely  from  the 
remuneration  iirohibition  because  they 
are  not  fully  identifiable  data  sets  and 
are  subject  to  jirotections  under  data  use 
agreements. 

Response:  We  decline  to  completely 
exem])t  limited  data  sets  from  these 
ju'ovisions  as.  unlike  de-identified  data, 
they  are  still  protected  health 
information.  However,  disclosures  of 
limited  data  sets  for  juirposes  jiermitted 
under  the  Rule  would  be  exempt  from 
the  authorization  reipiirements  to  the 
extent  the  only  remuneration  received 
in  exchange  for  the  data  is  a  reasonable, 
cost-based  fee  to  prejiare  and  transmit 
the  data  or  a  fee  otherwise  expresslv 
permitted  by  other  law.  We  also  jirovide 
at  new  ^  104. 532(f)  that  a  covered  entity 
may  continue  to  use  or  disclose  a 
limited  data  set  in  accordance  with  an 
existing  data  use  agreement  that  meets 
the  requirements  of  104.514(e), 
including  for  research  purposes,  until 


the  data  use  agreement  is  renewed  or 
modified  or  until  one  yuar  from  the 
compliance  date  of  this  final  rule, 
whichever  is  earlier,  even  if  such 
disclosure  would  otherwise  constitute  a 
sale  of  protected  health  information 
upon  the  effective  date  of  this  rule. 

1).  Research 

i.  Compound  Authorizations 
Pro])osed  Ride 

Section  104.50tt(b)(4)  of  the  Privacy 
Rule  ])rohibits  covered  entities  from 
conditioning  treatment,  payment, 
enrollment  in  a  health  ])lan,  or 
eligibility  for  benefits  on  the  provision 
of  an  authorization.  This  limitation  is 
intended  to  ensure  that  authorization 
from  an  individual  for  a  use  or 
disclosure  of  protected  health 
information  is  voluntarily  provided. 
However,  there  are  exceptions  to  this 
general  rule  for  certain  circumstances, 
including  in  the  research  context,  where 
a  covered  entity  mav  condition  the 
jirovision  of  research-related  treatment, 
such  as  in  a  clinical  trial,  on  obtaining 
the  individual’s  authorization  for  the 
iKse  or  disclosure  of  jirotected  health 
information  for  such  research. 

Permitting  the  u.se  of  jirotected  health 
information  is  part  of  the  decision  to 
receive  care  through  a  clinical  trial,  and 
health  care  |)rovider.s  conducting  such 
trials  are  able  to  condition  research- 
related  treatment  on  the  individual’s 
willingness  to  authorize  the  u.se  or 
disclosure  of  protected  health 
information  for  research  associated  with 
the  trial. 

Section  l()4.5()8(b)(3)  generallv 
prohihits  what  are  termed  “comjionnd 
authorizations,”  i.e.,  where  an 
authorization  for  the  n.se  and  di.sclosnre 
of  protected  health  information  is 
combined  with  any  other  legal 
jiermission.  However,  I?  I(i4.5()8(h)(3)(i) 
carves  out  an  exception  to  this  general 
prohibition,  permitting  the  combining  of 
an  authorization  for  a  research  study 
with  any  other  written  jiermission  for 
the  same  study,  including  another 
authorization  or  informed  consent  to 
participate  in  the  research.  Nonetheless, 
§  l(i4.5()8(b)(3)(iii)  prohihits  combining 
an  authorization  that  conditions 
treatment,  payment,  enrollment  in  a 
health  plan,  or  eligibility  for  benefits 
(conditioned  authorization)  with  an 
authorization  for  another  purpo.se  for 
which  treatment,  payment,  enrollment, 
or  eligibility  may  not  be  conditioned 
(unconditioned  authorization).  This 
limitation  on  c:ertain  compound 
authorizations  was  intended  to  help 
ensure  that  individuals  understand  that 
they  may  decline  the  activity  descrihed 
in  the  unconditioned  authorization  vet 


still  receive  treatment  or  other  benefits 
or  serx'ices  by  agreeing  to  the 
conditioned  authorization. 

The  impact  of  the.se  authorization 
reiinirements  and  limitations  can  be 
.seen  during  clinical  trials  that  are 
associated  with  a  corollary  re.search 
activity,  such  as  when  protected  health 
information  is  used  or  disclo.sed  to 
create  or  to  contribute  to  a  central 
re.search  database  or  repository.  For 
exanqile,  S  l(j4.5()8(h)(3)(iii)  prohibits 
covered  entities  from  obtaining  a  single 
authorization  for  the  use  or  disclosure  of 
])rotected  health  information  for  a 
research  .study  that  includes  both 
treatment  as  part  of  a  clinical  trial  and 
tissue  banking  of  siiecimens  (and 
associated  protected  health  information) 
collected,  since  the  individual  generally 
must  sign  the  authorization  for  the  use 
of  his  or  her  protected  health 
information  in  the  clinical  trial  in  order 
to  receive  the  research-related  treatment 
(conditioned  authorization)  but  whether 
the  individual  akso  signs  the  tissue 
hanking  authorization  is  completelv 
voluntary  and  will  not  affect  the 
individual  receiving  the  research-related 
treatment  (unconditioned 
authorization).  Thus,  covered  entities 
mn.st  obtain  separate  authorizations 
from  re.search  particijiants  for  a  clinical 
trial  that  also  collects  specimens  with 
associated  protected  health  information 
for  a  central  repository. 

As  stated  in  the  NBRM.  various 
groups,  including  researchers  and 
professional  organizations,  have 
ex])re.ssed  concern  at  this  lack  of 
integration.  A  number  of  persons  in  the 
re.search  commnnity  have  stated  that 
requiring  sejiarate  forms  for  these 
corollary  research  activities  is 
imxmsistent  with  current  practice  under 
the  Common  Rule  (45  CFR  Part  40)  with 
respect  to  obtaining  informed  consent 
and  creates  unnecessary  documentation 
burdens.  Persons  have  also  indicateil 
that  the  multiple  authorization  forms 
are  jiotentiallv  confusing  to  research 
subjects  and/or  mav  di.ssnade  them 
altogether  from  jiarticipating  in  a 
clinical  trial,  and  that  redundant 
information  on  the  forms  diverts  an 
individual’s  attention  from  other 
content  that  describes  how  and  whv  the 
personal  health  information  may  be 
used.  In  light  of  these  concerns,  the 
Secretary’s  Advisory  Committee  on 
Human  Research  Protections  in  2004 
(Recommendation  V.  in  a  letter  to  the 
Secretary  of  HHS,  available  at  http:// 
WWW. hhs.gov/ ohrp/ so  ch  rp/ 
hipoulettertosecyOROt 04 .html),  as  well 
as  the  Institute  of  Medicine  in  its  2009 
Report.  “Beyomi  the  HIPAA  Privacy 
Rule:  Enhancing  Privacy.  Inqiroving 
Health  Through  Research” 
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(Recommendation  11. B. 2).  made  specific 
recommendations  to  allow  combined 
authorizations  for  clinical  trials  and 
biospecimen  storage. 

To  address  tlnise  concerns  and 
.streamline  the  process  in  tlie  Privacy 
Rule  for  obtaining  an  individnal’s 
authorization  for  re.search,  we  proposed 
to  amend  §  l(i4.5()tt(b)(3)(i)  and  (iii)  to 
allow  a  covenul  entity  to  combine 
conditioned  and  unconditioned 
authorizations  for  research,  jirovided 
that  the  authorization  clearly 
differentiates  between  the  conditioned 
and  unconditiomul  research 
com|)onents  and  clearly  allows  the 
individual  the  o])tion  to  opt  in  to  the 
unconditioiKul  research  activities.  These 
provisions  would  allow  covered  entities 
to  combine  authorizations  for  the  use 
and  di.sclosure  of  jjrotected  health 
information  for  clinical  trials  and 
related  hiospecimen  hanking  activities, 
as  well  as  other  scenarios  that  often 
occur  in  re.search  studies. 

While  we  did  not  j)ropose  to  alter  the 
core  elements  or  required  statements 
integral  to  a  valid  authorization,  we 
.statcul  that  covered  entities  would  have 
some  flexibility  with  resjiect  to  how 
they  met  tin;  authorization 
nupiinniients.  For  example,  covered 
entities  could  facilitate  an  individual's 
understanding  of  a  com])onnd 
authorization  by  describing  the 
unconditioned  res(!arch  activity  on  a 
se|)arate  page  of  a  compound 
authorization  and  could  also  cross- 
referenc(!  relevant  sections  of  a 
comjjound  authorization  to  minimize 
the  potential  for  redundant  language.  In 
addition,  a  covcned  entitv  could  use  a 
separate  check-hox  for  the 
unconditioned  research  activity  to 
signify  whether  an  individual  has 
opted-in  to  the  unconditioned  research 
activity,  while  maintaining  one 
signature  line  for  the  authorization,  or 
alternatively  provide  a  distim:t  signature 
line  for  the  unconditioned  authorization 
to  signal  that  the  individual  is 
authorizing  optional  research  that  will 
not  affect  research-relat(;d  tnxitment.  We 
r(K|ne.st(;d  comment  on  additional 
methods  that  would  clearly  differentiate 
to  the  individual  the  conditioned  and 
unconditioned  research  activities  on  the 
com])ound  authorization. 

Overview  of  Public  Oomments 

Ahno.st  all  commenters  on  this  toi)ic 
strongly  su])j)orted  tin;  ])roposal  to  allow 
combined  authoriziitions  for 
conditioiKMi  and  unconditioned 
re.search  activities.  Many  commenters 
.su|)j)orted  allowing  llexihility  for 
institutions  to  determine  how  best  to 
diffenmtiate  the  unconditioned 
authorization  for  the  voluntary  re.search 


activity,  including  whether  to  use  a 
check  box  with  a  single  signature  line, 
or  separate  signature  lines.  Several 
commenters  suggestcul  that  an  o])t  out 
method  should  he  permitted  as  an 
alternative  to  an  opt  in  api)roach. 

A  few  commenters  o])])o.sed  the 
proposal  to  allow  comjjound 
authorizations  for  conditioned  and 
unconditioned  re.search  activiticjs.  These 
commenters  generally  felt  that  .separate 
authorizations  are  appropriate  and  that 
there  is  not  sufficient  evichmce  to 
sugge.st  that  combining  the  forms  will  he 
beneficial  to  individuals. 

The  Secretary's  Advi.sory  (Committee 
on  Human  Research  Protections,  in  its 
letter  of  comment  on  the  Department's 
NPRM,  indicated  its  .siq)port  for  the 
pro])osal  to  jjermit  com|)ound 
authorizations  for  conditioned  and 
unconditioned  re.sean;h  activities,  and 
ex]3res.sed  particular  aijpnjciation  for  the 
goal  of  harmonization  with  the  C]ommon 
Rule.  The  Secretary’s  Advi.sory 
Committee  on  Human  Re.search 
Protections  also  sup])orted  flexibility  in 
the  manner  that  the  conditioned  and 
unconditioned  research  ai.tivities  are 
differentiated.  The  S(;cretarv'.s  Advisory 
Committee  on  Human  Rijsearch 
Protections  recpie.sted  clarification  that 
the  com|)ound  authorizations  permitted 
under  this  |)roj){).sal  would  he 
permissible  for  any  type  of  combined 
research  studies,  and  not  exclusivelv  for 
clinical  trials  with  a  hio.s])ecimen 
hanking  component. 

Final  Rule 

The  final  rule  adopts  the  proposal  to 
amend  1(i4..'i()8(t))(3)(i)  and  (iii)  to 
allow  a  covered  entity  to  combine 
conditioned  and  unconditioned 
authorizations  for  re.search,  provided 
that  the  authorization  clearly 
differentiates  between  tin;  conditioned 
and  unconditioned  re.search 
components  and  clearly  allows  the 
individual  the  o})tion  to  oj)t  in  to  the 
unconditioned  re.search  activities.  We 
intend  this  provision  to  allow  for  the 
use  of  com])ound  authorizations  for  anv 
tyj)e  of  re.search  activities,  and  not 
solely  to  clinical  trials  and  hiospecimen 
hanking,  except  to  the  extent  tin; 
research  involves  the  use  or  disclosure 
of  psychothera])y  notes.  For  nisearch 
that  involves  the  u.se  or  disclosure  of 
psycdiotherapy  notes,  an  authorization 
for  a  use  or  di.sclosure  of  p.sycholhera])y 
notes  may  ojdy  he;  combined  with 
another  authorization  for  a  u.se  or 
disclosure  of  p.sychotherapv  notes.  See 
^  l(i4.508(h)(3)(ii).  Tims,  aside  from  the 
use  of  psychotherapy  notes,  combined 
authorizations  could  he  obtained  for  the 
u.se  of  ])rotected  health  information  in  a 
clinical  trial  and  o])tional  sub-studies. 


as  well  as  for  hiospecimen  hanking  that 
akso  ])(!rmit.s  future  secondary  u.se  of  the 
data  (to  the  extent  the  future  use 
authorization  is  aligned  with  the 
discussion  in  the  following  section 
regarding  authorizations  for  future 
research).  Also,  this  provision  continues 
to  allow  for  a  covenal  entity  to  combine 
such  authorizations  with  informed 
consent  documents  for  the  re.search 
studies. 

The  final  rule  provides  covered 
(Mitities,  in.stitutions,  and  Institutional 
Review  Boards  with  flexibility  to 
determine  the  best  approach  for  chiarly 
differentiating  the  conditioned  and 
unconditioned  re.search  activities  and 
giving  re.search  ])articipant.s  the  option 
to  opt  in  to  the  unconditioned  re.search 
activities.  We  decline  to  permit  a 
comhimul  authorization  that  only  allows 
the  individual  the  option  to  o])t  out  of 
the  unconditioned  re.seandi  activities 
(e.g.,  “check  here  if  you  do  NOT  want 
your  data  provided  to  the  hiospecimen 
hank”)  because  an  ojjt  out  option  does 
not  jnovide  individuals  with  a  ckxir 
ability  to  authorize  the  optional  research 
activity,  and  may  he  viewed  as  coercive 
by  individuals.  The  final  rule  does  not 
nnnove  the  nHiuirement  that  an 
individual  affirmatively  authorize  the 
unconditioned  research  activities;  it 
merely  jirovides  flexibility  to  streamline 
the  authorization  ])roce.ss  by  combining 
the  forms. 

With  r(!.spect  to  the  commenters  that 
believed  there  is  insufficient  evidence 
that  combining  conditioned  and 
unconditioned  re.search  activities  into  a 
compound  authorization  would  he 
beneficial,  and  that  such  com])ound 
authorizations  may  he  confusing  for 
patients,  as  indicated  above,  there  have 
been  anecdotal  reports  to  the 
De])artment  that  the  use  of  multijile 
authorization  forms  has  caused 
confusion  among  re.searcli  subjects. 
Further,  we  note  that  these 
modifications  do  not  remove  the 
required  elements  of  an  authorization 
that  are  neces.sary  to  inform  the 
individual  about  the  studv  (e.g., 
description  of  the  information  to  he 
used  or  disclo.sed,  description  of  the 
])urj)ose,  (!tc.);  they  merely  introduce 
ilexihility  to  avoid  redundant  language 
that  would  otherwise  he  neces.sary  to 
include  in  the  authorizations  for  the 
nndti])le  research  activities.  In  addition, 
these  changes  are  intended  to  align  the 
HIBAA  Privacy  Rule's  authorization 
nupiirements  with  what  has  been 
common  and  ongoing  practice  in  terms 
of  the  informed  con.sent  form  under  the 
(iommon  Rule. 

We  note  that  c:overed  entities  are 
permitted  hut  not  recpiired  by  the 
modifications  ado])ted  at 
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§  l(i4.5()8(l))(3l(i)  and  (iiij  to  create 
comjjouiul  authorizations  for 
conditioned  and  unconditioned 
re.search  activities.  Previously  apjaoved, 
ongoing  studies  may  continue  to  rely  on 
the  separate  authorization  forms  that 
were  obtained  under  the  prior 
provisions.  For  new  studies,  covered 
entiti(!s  and  researchers  may  continue  to 
use  se])arate  autliorizations  for 
conditioned  and  unconditioned 
research  activities,  or  may  transition  to 
compound  authorizations  as  they  deem 
a])propriate,  which  can  he  used 
beginning  on  the  effective  date  of  this 
rule. 

Resj)onse  to  Other  Public  Oomments 

(JoiniiK^nt:  The  Secretary’s  Advisory 
Committee  on  Human  Research 
Protections  asked  whether  the  following 
ajjproaches  for  distingui.shing  between 
conditioned  and  unconditioned 
re.search  activities  woidd  he  acceptable: 
Using  (1)  a  combined  consent/ 
authorization  form  for  a  clinical  trial 
and  optional  hanking  component,  with 
a  check-hox  for  the  individual  to  have 
the  choice  to  o])t  in  to  the  optional 
hanking  comj)onent,  and  one  signature; 
(2}  a  combined  consent/anthorization 
form  for  a  clinical  trial  and  oj)tional 
hanking  component,  with  one  signature! 
for  the  clinical  trial  and  another 
signature  to  indicate  the  individual 
agnies  to  the  o])tional  hanking 
component:  and  (3)  a  combined 
consent/anthorization  form  for  a  clinical 
trial  and  ojjtional  hanking  component, 
with  a  check  box  for  the  individual  to 
have  the  choice  to  o])t  in  to  the  hanking 
component,  and  one  signature,  hut  with 
detailed  information  about  the  hanking 
comj)onent  presented  in  a  separate 
brochure  or  information  sheet  that  is 
referenced  directly  in  the  consent/ 
authorization  form. 

HesponsH:  Covered  entities  and 
researchers  have  flexibility  in  the 
methods  used  to  distinguish  the 
conditioned  and  unconditioned 
re.search  activities  and  to  provide  the 
individual  with  a  cl(!ar  opportunity  to 
o])t  in  to  the  unconditioned  portion,  and 
all  of  the  above  ap])roaches  would  he 
acceptable  provided,  with  respect  to  the 
third  a])])roach,  that  the  hrochun!  or 
information  sheet  is  incorjjorated  hv 
reference  into  the  a nthorizat ion/consent 
form  such  that  it  is  considered  to  he  part 
of  the  form  (even  if  not  physically 
attached  to  the  form).  In  addition,  if  the 
brochure  or  information  sheet  includes 
r(!(|inred  elements  of  the  authorization 
(or  informed  con.sentl,  and 
authorization/con.sent  has  not  been 
altered  by  an  In.stitutional  Review 
Board,  then  the  brochure  or  information 
sheet  must  be  made  available  to 


])otential  re.search  particij)ant.s  before 
they  are  asked  to  sign  the  authorization/ 
con.sent  ilocument  (unless  the 
authorization  form  itself  includes  the 
recpiired  elements).  Finallv,  in  such 
ca.ses,  a  covenid  entity  must  keep  not 
only  the  signed  authorization/con.sent 
form,  hut  also  a  copy  of  the  brochure  or 
information  sheet,  in  order  to  he  in 
comj)liance  with  the  documentation 
recpiirements  at  ^  H)4..53()(j). 

Cojjnuen/:  The  Secretary’s  Advisorv 
Committee  on  Unman  R(!search 
Prot(!ctions  re(]uest(!d  confirmation  that 
the  compound  authorization  jjroposal 
would  not  affect  the  waiver  provisions 
currently  exi.sting  in  the  Privacy  Rule, 
such  that  such  provisions  c;ould  he 
used,  if  appropriate,  for  new  studies 
distinct  from  both  the  original  study  and 
the  hanking  activity. 

/Je.spon.se;  The  new  comj)ound 
authorization  j^rovision  does  not  affect 
the  waiver  of  authorization  provisions 
in  the  Privacy  Ride.  A  covered  entity 
may  continue  to  u.se  or  di.sclose 
])rotected  health  information  for 
research  purposes  based  ou 
documentation  that  meets  the 
requirements  at  §  184.51 2(i).  indicating 
that  an  Institutional  Review  Board  or 
Privacy  Board  has  waived  the  obtaining 
of  individual  anlhorization  for  such 
])ur])oses.  ha.sed  on  a  determination  that 
(1)  the  use  or  disclosure  of  protected 
health  information  involves  no  mori! 
than  a  minimal  risk  to  the  privacy  of 
individuals;  (2)  the  research  conld  not 
juacticahly  he  conducted  without  the 
waiver:  and  (3)  the  research  could  not 
practicably  he  conducted  without  access 
to  and  u.se  of  the  protected  health 
information. 

Comment;  The  .Siicretarv’s  Advisory 
Committee  on  Human  Research 
Protections  requested  clarification  on 
the  effect  of  revoking  only  one  part  of 
a  compound  authorization.  For 
example,  if  an  individual  signs  a 
combined  authorization  for  conditioned 
and  unconditioned  research  activities 
and  later  specifically  revokes  only  the 
unconditioned  re.search  activity  (e.g., 
the  hanking  component),  then  the 
covered  entity  may  continiK!  to  act  in 
reliance  on  the  authorization  for  the 
conditioned  comjionent  (e.g.,  the 
clinical  trial). 

/fe.s/jfm.se;  Where  it  is  chiar  that  an 
individual  is  revoking  only  one  part  of 
a  compound  authorization,  such 
revocation  do(!s  not  ecjuali!  to  a 
revocation  of  the  entire  authorization  to 
include  the  other  .studies.  However. 
wh(!re  it  is  not  clear  exactly  to  which 
research  activities  the  individual’s 
revocation  ajiplies,  written  clarification 
must  he  obtained  from  the  individual  in 
order  for  the  revocation  to  apjily  only  to 


certain  of  the  re.search  activities 
identified  in  the  authorization,  or  the 
entire  authorization  must  he  treated  as 
revoked.  Further,  such  revocations  must 
h(!  maintained  and  documented  in  a 
manner  that  will  ensure  uses  and 
disclosures  of  protected  health 
information  for  the  activity  to  which  the 
revocation  applies  di.scontinue,  excejit 
to  the  extent  the  covered  entity  has 
already  acted  in  reliance  on  the 
authorization,  which  would  permit 
certain  limited,  contimuid  use  and 
disclosure,  such  as  necessary  to 
maintain  the  integrity  of  the  re.search 
study. 

ii.  Authorizing  Future  Research  Use  or 
Di.sclosure 

Prior  Interpretation 

Re.search  often  involves  obtaining 
health  information  and  biological 
sjiecimens  to  create  a  research  database 
or  rejjositorv  for  future  research.  For 
example,  this  frequently  occurs  where 
clinical  trials  are  paired  with  corollary 
research  activities,  such  as  the  creation 
of  a  research  database  or  rejiository 
where  information  and  specimens 
obtained  from  a  re.search  participant 
during  the  trial  are  transferred  and 
maintained  for  fntun!  research.  It  is  our 
uuder.standing  that  In.stitutional  Review 
Boards  in  some  cases  may  approve  an 
informed  con.sent  document  for  a 
clinical  trial  that  also  asks  nisearch 
participants  to  permit  future  research  on 
their  identifiable  information  or 
specimens  obtained  during  the  conr.se  of 
the  trial.  It  is  also  our  understanding 
that  an  In.stitutional  Review  Board  may 
in  some  cases  review  an  informed 
con.sent  for  a  jirior  clinical  trial  to 
determine  whether  a  .subsequent 
research  u.se  is  encompassed  within  the 
original  con.sent. 

The  Dejiartment  has  previously 
interpreted  the  Privacy  Rnle.  however, 
to  require  that  authorizations  for 
research  be  study  specific  for  jmrposes 
of  conqilying  with  the  Rule’s 
requirement  at  §  l(i4.5()8(c)(l)(iv)  that 
an  authorization  must  include  a 
description  of  each  purjiose  of  the 
requested  u.se  or  disclosure.  See  87  FR 
53182,  53228,  Aug.  14,  2002.  In  part,  the 
Department’s  interpretation  was  liased 
on  a  concern  that  patients  could  lack 
necessary  information  in  the 
authorization  to  make  an  informed 
decision  about  the  future  re.search.  In 
addition,  it  was  recognized  that  not  all 
u.s(!s  and  disclosures  of  protected  health 
information  for  a  future  re.search 
])urj)o.se  would  recpiire  a  covered  entity 
to  re-contact  the  individual  to  obtain 
another  authorization  (e.g.,  uses  or 
discUisures  with  a  waiver  of 
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autliorization  from  an  Institutional 
Review  Board  or  Brivacy  Board  as 
j)rovided  under  §  l(j4..512(i)  or  of  a 
limited  data  .set  pursuant  to  a  data  n.se 
agreement  under  S  184. .51 4(e)  for  the 
future  re.searcli  purpose). 

,Snl)se(inent  to  issuing  this 
interpretation,  the  Department  heard 
concerns  f!X)m  covered  entities  and 
rij.searchers  that  the  Department’s 
interpretation  encnml)ers  secondary 
re.searcli.  and  limits  an  individual’s 
ahility  to  agree  to  the  use  or  disclosure 
of  their  jirotected  health  information  for 
future  research.  In  addition,  many 
commenters  noted  that  the  Department’s 
interpretation  limiting  the  scope  of  a 
lllBAA  authorization  for  re.searcli 
apjieared  to  diverge  from  the  current 
practice  under  the  Common  Rule  with 
respect  to  the  ahility  of  a  researcher  to 
.seek  snhjects’  informed  consent  to 
future  research  so  long  as  the  future 
research  uses  are  described  in  sufficient 
detail  to  allow  an  informed  con.sent. 
These  commenters.  as  well  as  the 
Secretary’s  Advisory  Committee  on 
Unman  Researcli  Protections  in  2004 
(Recommendation  IV,  in  a  letter  to  the 
Secretary  of  HHS.  availahle  at  http:// 
ww'w'.hhs.t^ov/ohrp/sdchvp/ 
hipnalattdrtosdcyOftOUN.htiul)  and  the 
Institute  of  Medicine  in  its  2000  Reiiort 
entitled  “Beyond  the  IllPAA  Privacy 
Rule:  Enhancing  Privacy.  lm|)roving 
Health  I’hrongh  Research’’ 
(Recommendation  ll.B.l),  had  urged  the 
Department  to  allow  the  llIPAA 
authorization  to  |)ermit  future  research 
use  and  disclosure  of  jirotected  health 
information. 

Civen  these  concerns,  the  Dejiartment 
exjilained  in  the  NPRM  that  it  was 
considering  a  nnmber  of  ojitions 
regarding  authorizations  for  future 
research,  including  whether  the  Privacy 
Rule  should:  jiermit  an  authorization  for 
uses  and  disclosures  of  protected  health 
information  for  future  re.searcli  jinrjio.ses 
to  the  extent  such  jinrjioses  are 
adecjiiatelv  described  in  the 
authorization  such  that  it  would  he 
reasonable  for  the  individual  to  exjiect 
that  his  or  her  jirotected  health 
information  could  be  n.sed  or  disclosed 
for  such  future  research:  or  jiermit  an 
authorization  for  future  research  lint 
nujnire  certain  .sjiecific  elements  or 
statements  with  resjiect  to  the  future 
re.searcli,  jiarticnlarly  where  the  future 
research  may  encomjiass  certain  tyjies 
of  .sensitive  research  activities,  such  as 
research  involving  genetic  analvses  or 
mental  health  research,  that  may  alter 
an  individual’s  willingness  to 
jiarticijiate  in  the  research.  VVe 
reijnested  comment  on  the.se  ojitions 
and  on  how  a  revocation  would  ojierate 


with  resjiect  to  future  downstream 
research  studies. 

Overview  of  Pnhlic  Oomments 

Almost  all  commenters  on  this  tojiic 
snjijiorted  the  jirojio.sal  to  allow 
authorizations  for  future  re.searcli.  Manv 
commenters  indicated  this  flexihility  to 
be  imjiortant,  jiarticnlarly  considering 
evolving  technologies  and  discoveries. 

About  half  of  these  commenters 
sjiecifically  advocated  for  jiroviding 
investigators  and  Institutional  Review 
Boards  with  the  maxinumi  flexibilitv  to 
determine  the  ajijirojiriateness  of  the 
de.scrijitions  for  future  re.searcli  and  felt 
that  this  would  best  align  with  the 
(lonimon  Ride.  These  commenters  were 
thus  against  reijniring  sjiecific 
statements  in  the  Privacy  Rule  ahont  the 
future  research,  inclnding  for  .sensitive 
research.  Other  commenters  were  in 
favor  of  reijniring  the  additional 
statements  about  .sensitive  categories  of 
research,  stating  that  this  wonlil  better 
inform  individuals  and  give  them 
greater  choice  in  determining  their 
willingness  to  jiarticijiate  in  certain 
types  of  future  re.searcli.  A  conjile  of 
these  commenters  recommended 
working  with  National  Committee  on 
Vital  and  Health  Statistics  on  the 
categories  of  .sensitive  re.searcli,  however 
no  further  examjiles  of  sjiecific  tyjies  of 
research  were  given  lieyond  the 
examjiles  jirovided  in  the  jirojiosed  rule 
(genetic  analyses  or  mental  health 
research).  Several  commenters 
sjiecifically  advi.sed  against  reijniring 
sjiecific  .statements  for  sensitive 
research,  citing  c.oncerns  of  variabilitv 
in  what  is  considered  sensitive 
information  and  jiracticality  challenges 
line  to  the  changing  nature  of  the 
concejit  over  time. 

A  few  commenters  ojijio.sed  the 
jirojiosal  to  allow  anthorizations  for 
future  re.searcli  altogether.  Some  ofthe.se 
commenters  felt  strongly  that  .stndv- 
sjiecific  anthorizations  are  critical  to 
jirotect  jiatients,  and  are  the  onlv  wav 
that  individuals  can  make  a  truly 
informed  decision.  The.se  commenters 
sngge.sted  that  outreach  to  jiatients  and 
jiotential  re.searcli  jiarticijiants  to  solicit 
ieedhack,  as  well  as  a  study  on  the 
Jiotential  burdens  that  enhanced 
anthorizations  may  have  on 
stakeholders,  were  necessary  before  anv 
c.hanges  were  made. 

In  its  comment  letter  on  the  NPRM. 
the  Secretary’s  Advi.sory  Committee  on 
Unman  Research  Protections  snjijiorted 
the  jirojio.sal  to  harmonize  1 IIPAA 
anthorizations  with  the  Common  Rule 
informed  consent  reijniremeiits,  and 
also  reijne.sted  consnltation  with  the 
FDA  to  ensure  that  anthorizations  for 
future  researc.h  align  not  only  with  the 


(ionimon  Rule  standards  lint  also  FDA 
standards  for  informed  consent.  They 
indicated  that  the  anthorization  slionld 
be  reasonably  sjiecific  such  that 
individnals  are  aware  of  the  tyjies  of 
research  that  may  be  condncted. 

However,  the  Secretary’s  Advisory 
(’.ommittee  on  Unman  Research 
Protections  emjihasized  the  need  for 
llexibility  to  rely  on  Institutional 
Review  Board  judgment  and 
recommended  against  requiring 
jirescribed  statements  ahont  certain 
tyjies  of  “sensitive"  research,  since 
the.se  concejits  change  over  time  and 
requiring  jire.scrihed  anthorization 
statements  may  conllict  with 
Institutional  Review  Boards’  jndgnients 
about  how  to  ajijirojiriately  describe  the 
research  in  the  informed  consent. 

Modified  Interpretation 

VVe  modify  the  jirior  Dejiartmental 
interjiretation  that  research 
anthorizations  must  he  study  sjiecific. 
This  modification  does  not  make  any 
changes  to  the  anthorization 
requirements  at  §  1(14. 508.  A  HIPAA 
anthorization  for  future  research  must 
still  address  each  of  the  core  elements 
and  statements  required  at  §  104. 508(c). 
However,  the  Dejiartment  no  longer 
interjirets  the  “jinrjio.se’’  jirovision  at 
S  104.508(c)(l)(iv)  as  requiring  that  an 
anthorization  for  the  use  or  disclosure  of 
Jirotected  health  information  for 
research  jinrjioses  be  .stndv  sjiec.ific.  In 
order  to  satisfy  the  requirement  that  an 
anthorization  include  a  descrijition  of 
each  jinrjiose  of  the  reijne.sted  use  or 
disclosure,  an  anthorization  for  uses  and 
disclosures  of  jirotected  health 
information  for  future  re.searcli  jinrjioses 
must  adequately  de.scrihe  such  jinrjio.ses 
such  that  it  would  be  rea.sonable  for  the 
individual  to  exjiect  that  his  or  her 
Jirotected  health  information  could  be 
used  or  disclo.sed  for  such  future 
research.  This  ciinlil  include  sjiecific 
.statements  with  resjiect  to  sensitive 
research  to  the  extent  such  re.searcli  is 
contemplated.  However,  we  do  not 
jire.scrihe  sjiecific  statements  in  the 
Rnle.  We  agree  that  it  is  difficult  to 
define  what  is  .sensitive  and  that  this 
conc.ejit  changes  over  time.  VVe  aksii 
agree  with  commenters  that  this 
ajijiroach  best  harmonizes  with  jiractice 
miller  the  Ckinimon  Rnle  regarding 
informed  con.sent  for  future  re.searcli, 
and  allows  covered  entities,  re.searchers 
and  Institutional  Review  Boards  to  have 
llexibility  in  determining  what 
adequately  describes  a  future  research 
jinrjio.se  dejiending  on  the 
circnnistances.  We  have  consnlted  with 
Office  for  Unman  Research  Protections 
(OHRP)  and  the  FDA  on  this  ajijiroach 
to  ensure  consistency  and 
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harmonization  with  the  HHS  and  FDA 
human  suljjeets  ])rote(:lions  regulations, 
wliert!  a])])ro])riate. 

With  respect  to  commenters  that 
stated  it  is  impossible  for  individuals  to 
h(!  truly  informed  about  future  research, 
we  note  that  we  are  aligning  with 
existing  practice  under  the  (iommon 
Rule  in  regard  to  informed  con.sent  and 
.still  require  that  all  retjiiired  elements  of 
authorization  he  included  in  an 
authorization  for  future  res(!arch.  evcai  if 
they  are  to  he  descrihful  in  a  more 
general  manner  than  is  done  for  specific 
.studies. 

Pursuant  to  this  modified 
interpretation,  covered  entities  that 
wish  to  obtain  individual  authorization 
for  the  use  or  disclosure  of  protected 
health  information  for  future  research 
may  do  so  at  any  time  after  the  effective 
date  of  this  final  rule.  Alternativelv, 
covered  entities  may  continue  to  use 
only  study-specific  authorizations  for 
re.search  if  thev  choo.se. 

Response  to  Other  Public  (Comments 

(jommf^nt/Vho  Secretary's  Advisory 
Committee  on  Human  Research 
Protections  recpiested  flexibility 
regarding  the  description  in  the 
authorization  of  the  information  to  h(! 
used  or  disclosed  for  future  researc.h  as 
well  as  to  whom  the  covered  entity  may 
make  the  nupiested  use  or  disclosure  as 
there  may  he;  some  uncertainty  of  the 
identity  of  future  researchers.  The 
Secretary’s  Advisory  Committee  on 
Human  Research  Protections  also 
suggestcul  that  the  description  of 
information  to  he  c:ollected  he  allowed 
to  refenmee  information  hiyvond  the 
time  of  the  original  study,  for  examide 
“your  future  medical  records  [at 
Hospital]”  or  “your  future  medical 
records  (relating  to  diseases/ 
conditions!.” 

Response:  Covered  entities  and 
re.searchers  have  flexibility  to  describe 
the  information  to  he  used  or  disclosed 
for  the  flit  lire  research,  so  long  as  it  is 
rea.sonahle  from  such  de.scri])tion  to 
believe  that  the  individual  would  exjiect 
the  information  to  he  n.sed  or  disclosed 
for  the  future  re.search.  We  al.so  clarifv 
that  a  descrijjtion  of  the  |)rotected 
health  information  to  he  n.sed  for  the 
future  re.search  may  include  information 
collected  beyond  the  time  of  the  original 
study.  Further,  the  Privacy  Rule 
authorization  requirements  allow  a 
“class  of  persons”  to  he  described  for 
])nr])o.ses  of  identifying  in  the 
authorization  the  recipients  of  the 
protected  health  information.  Thus, 
covered  entities  and  researchers  have 
flexibility  in  the  manner  in  which  they 
describe  the  reeijnents  of  the  protected 
health  information  for  the  future 


re.search,  so  long  as  it  is  reasonable  from 
such  descri])tion  to  believe  that  the 
individual  would  expect  his  or  her 
protected  health  information  to  he 
shared  with  such  persons  for  the  future 
re.search. 

Comment:  The  Secretary’s  Advisory 
Committee  on  Human  Researili 
Protections  reiiuested  that  the 
Deiiartment  allow  for  grandfathering  of 
existing,  ongoing  studies  that  involve 
the  possibility  of  fntnre/secondarv 
re.search,  if  an  Institutional  Review 
Hoard-approved  consent  reasonably 
informed  the  individuals  of  the  future 
re.search.  In  these  situations,  researchers 
would  have  needed  to  obtain  a  .studv- 
specific  authorization  or  waiver  of 
authorization  before  commencing  the 
future/.secondary  researcli  that  was 
encoinjiassed  in  the  original  informed 
con.sent. 

Response:  Covered  entities  and 
re.searchers  may  rely  on  an  Institutional 
Review  13oard-aj)proved  con.sent 
obtained  prior  to  the  effective  date  of 
this  final  ride  that  reasonahlv  informed 
individuals  of  the  future  research, 
provided  the  informed  consent  was 
combined  with  a  HIPAA  authorization 
(even  though  the  authorization  itself 
was  specific  to  the  original  stiidv  or 
creation  and  maintenance  of  a 
rejiository). 

Comment:  One  commenter  advocated 
for  the  ii.se  of  time-limited 
authorizations  for  future  re.search. 

Response:T\us  modification  in 
Dejiartmental  interpretation  does  not 
change  the  recpiirement  at 
S  1(i4.5()8(c)(l)(v),  which  states  that  an 
authorization  mii.st  contain  an 
expiration  date  or  an  expiration  event 
that  relates  to  the  individual  or  the 
purpose  of  the  u.se  or  disclosure.  This 
statement  may  he  a  sjiecific  time  limit, 
or  he  “end  of  the  re.search  study,” 
“none.”  or  similar  language  for  a 
re.search  study. 

(mmment:  Several  commenters 
siigge.sted  that  revocation  of 
authorizations  should  continue  to  he 
permitted  in  the  same  manner  that  it  is 
currently  allowed  nniler  the  Privacy 
Rule.  The  Secretarv’s  Advisory 
Committee  on  Human  Re.search 
Protections  recommended  that 
revocations  of  authorization  for  future 
research  he  jiermitted  orally,  rather  than 
in  writing,  as  is  currentlv  re(]iiired  for 
all  authorizations  under  in4..5()8(l))(.5) 
and  (c)(2)(i)  of  the  Rule. 

Response:  Covered  entities  may 
continue  to  rely  on  existing  guidance 
regarding  how  revocations  of 
authorizations  o})erate  in  the  re.search 
context.  Such  guidance  is  published  in 
several  materials  available  at  http:// 
wwiv.hhs.gov/oer/privacy/hipoo/ 


imderstunding/speciol/research/ 
index.html  (see,  e.g.,  the  fact  sheet 
entitled.  "Health  Services  Research  and 
the  HIPAA  Privacy  Rule”).  The 
Dejiartment  may  issue  additional 
guidance  in  the  future  with  respect  to 
revocation  policies  in  the  context  of 
authorizations  that  specify,  and  under 
which  jirotected  health  information  has 
been  disclosed  for.  future  re.search  n.ses. 

In  response  to  the  Secretary’s 
Advisory  Committee  on  Human 
Re.search  Protections  recommendation, 
we  al.so  clarify  that  while  the  Privaev 
Rule  reijuires  that  a  revocation  of 
authorization  from  an  individual  he  in 
writing,  uses  and  disclosures  pursuant 
to  an  authorization  are  iiermissive  and 
not  required,  and  thus,  a  covered  entity 
may  cease  using  or  di.sclosing  jirotected 
health  information  jnirsuant  to  an 
authorization  ha.sed  on  an  individual's 
oral  reipiest  if  it  chooses  to  do  so. 

5.  Protected  Health  Information  About 
Decedents 

a.  Section  184. .502(0 — Period  of 
Protection  for  Decedent  Information 

Pro|)osed  Rule 

Section  104..502(f)  requires  covered 
entities  to  jirotect  the  privacy  of  a 
decedent’s  jirotected  health  information 
generally  in  the  same  manner  and  to  the 
same  extent  that  is  reipiired  for  the 
protected  health  information  of  living 
individuals.  Thus,  if  an  authorization  is 
reipiired  for  a  jiarticular  n.se  or 
disclosure  of  protected  health 
information,  a  covered  entity  may  n.se  or 
disclo.se  a  decedent’s  protected  health 
information  in  that  situation  onlv  if  the 
covered  entity  obtains  an  authorization 
from  the  decedent’s  personal 
representative.  The  jiersonal 
representative  for  a  decedent  is  the 
executor,  administrator,  or  other  per.son 
who  has  authority  under  ajiplicahle  law 
to  act  on  behalf  of  the  decedent  or  the 
decedent’s  estate.  The  Dejiartment  heard 
a  number  of  concerns  since  the 
publication  of  the  Privacy  Rule  that  it 
can  he  difficult  to  locate  a  personal 
representative  to  authorize  the  u.se  or 
disclosure  of  the  decedent’s  protected 
health  information,  particnlarlv  after  an 
estate  is  closed.  Furthermore,  archivists, 
biographers,  and  historians  had 
expressed  frustration  regarding  the  lack 
of  access  to  ancient  or  old  records  of 
historical  value  held  by  covered  entities, 
even  when  there  are  likely  few 
surviving  individuals  concerned  with 
the  privacy  of  such  information. 
Archives  and  libraries  may  hold 
medical  records,  as  well  as 
correspondence  files,  physician  diaries 
and  casebooks,  and  photograjih 
collections  containing  fragments  of 
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identifiable  health  information,  that  are 
centuries  old.  Currently,  to  the  extent 
.such  information  is  maintained  hy  a 
ixu'enid  entity,  it  is  subject  to  the 
I’rivacv  Rule. 

Accordingly,  we  j)ro|)osed  to  amend 
§  184. .502(1')  to  nujuire  a  covered  entity 
to  comply  with  the  requirements  of  the 
I’rivacy  Rule  with  regard  to  the 
jirotected  health  information  of  a 
deceased  individual  for  a  period  of  .50 
years  following  the  date  of  death.  We 
al.so  proposed  to  modify  the  definition 
of  “protected  health  information"  at 
4}  100.103  to  make  clear  that  the 
individually  identifiable  health 
information  of  a  jjerson  who  has  been 
d(!C(iased  for  more  than  .50  ytuus  is  not 
protected  health  information  under  the 
Privacy  Rule.  We  ])ro])osed  50  years  to 
balance  the  privacy  interests  of  living 
relatives  or  other  affected  individuals 
with  a  relationship  to  the  decedent, 
with  the  difficulty  of  obtaining 
authorizations  from  personal 
rej)re.sentatives  as  time  })asses.  A  50- 


suggested  at  a  National  (Committee  for 
Vital  and  Health  .Stati.stics  (the  public 
advisory  committee  which  advi.ses  the 
S(!cretary  on  the  imj)iem(mtation  of  the 
Administrative  Simjjliflcation 
jjrovisions  of  HIPAA.  among  otlier 
issues)  meeting,  at  wliich  committee 
UKiinhers  heard  testimonv  from 
archivists  regarding  the  j)rohlems 
asscM.iated  with  applying  the  Privacy 
Rule  to  very  old  records.  .See  hitp:// 
ncvhs.hhs.^()\’/()5()1  limn. him.  We 
r(!(|uested  public  comment  on  the 
appropriateness  of  this  time  period. 

Overview  of  Public  (Comments 

The  majority  of  ])uhlic  comment  on 
this  i)roposal  was  in  favor  of  limiting 
the  period  of  protection  for  decedent 
health  information  to  50  years  past  the 
date  of  death.  Some  of  these 
commenters  specifically  cited  the 
l)otential  benefits  to  research.  A  few 
commenters  stated  that  the  50-y(iar 
jMiriod  was  too  long  and  .should  he 
shortened  to.  for  example.  25  years. 
.Some  sujjjjorters  of  limiting  j)rivacy 
protection  for  decedent  information 
indicated  that  the  date  of  death  is  often 
difficult  to  determine,  and  thus 
suggestcul  an  alternative  time  period 
(e.g..  75,  100.  120.  125  years)  starting 
from  the  la.st  date  in  the  medical  record, 
if  the  date  of  death  is  unknown. 

.Some  commenters  were  op])o.sed  to 
limiting  the  jxjriod  of  j)rotection  for 
decedent  health  information  due  to  the 
continued  privacy  interests  of  living 
relatives  as  well  as  the  decedent. 
j)articnlarty  when  highly  sensitive 
information  is  involved,  including  HIV/ 
AID.S  status,  or  jxsychiatric  or  substance 


abuse  treatment.  A  couple  of 
commenters  recommended  that  there 
should  he  no  time  limit  on  the 
protection  of  p.sychotherapv  notes.  One 
commenter  exjnes.sed  concern  that  this 
modification  may  encourage  covenid 
entities  to  retain  records  that  they 
would  not  have  otherwise  in  order  to 
profit  from  the  data  after  the  5()-year 
period.  One  commenter  suggested  that 
the  period  of  j)rotection  should  lx; 
extended  to  100  years,  if  protections  are 
to  he  limited  at  all.  A  few  commenters 
were  o|)posed  to  the  50-year  period  of 
protection  because  they  interpreted  this 
provision  to  he;  a  projjosetl  record 
retention  recjuirement. 

Final  Rule 

After  considering  the  public 
comments,  the  final  rule  adopts  the 
jjroposal.  We  believe  50  years  is  an 
appropriate  ])eriod  of  protection  for 
decedent  health  information,  taking  into 
account  the  remaining  privacy  intere.sts 
of  living  individuals  after  the  si)an  of 
approximately  two  generations  have 
pa.ss(!d,  and  the  difficulty  of  obtaining 
authorizations  from  a  personal 
repre.s(!ntative  of  a  decedent  as  the  same 
amount  of  time  ])as.ses.  For  th(!  sann; 
reason,  we  decline  to  shorten  the  period 
of  protection  as  suggested  by  some 
commenters  or  to  ado])t  a  lOO-vear 
period  of  protection  for  decedent 
information.  We  al.so  heli(;ve  the  .50-year 
period  of  protection  to  he  long  enough 
so  as  not  to  jn'ovide  an  incentive  for 
covered  entities  to  change  their  record 
retention  ])olici(!S  in  order  to  |)rofit  from 
the  data  al)out  a  deced(;nt  once  50  years 
has  elaj)S(!d. 

With  respect  to  connnent(;rs’  concerns 
regarding  j)rotected  health  information 
about  decedents  that  is  sensitive,  such 
as  HIV/AIDS.  substance  ahu.se,  or 
mental  health  Information,  or  that 
involves  j)sychothera})y  ncjtes,  we 
emphasize  that  the  .50-year  jjeriod  of 
protetlion  for  decedent  health 
information  under  the  Privacy  Rule  does 
not  override  or  interfere  with  .State  or 
other  laws  that  j)rovide  greater 
])rotection  for  such  information,  or  the 
jirofe.ssional  responsibilities  of  mental 
liealth  or  other  jnoviders.  Covered 
entities  may  continue  to  provide  j)rivacv 
protections  to  decedent  information 
beyond  the  .5()-year  period,  and  may  he 
re()uired  to  do  .so  under  other  applicable 
laws  or  as  part  of  their  ])rofe.s.sional 
responsibility.  Alternatively,  covenul 
entlti(!.s  may  choo.se  to  de.stroy  decedent 
information  although  other  applicable 
law  may  prescribe  or  limit  such 
de.struction. 

We  al.so  decline  to  limit  ])rotections 
umler  the  Privacy  Rule  to  a  certain 
period  beyond  the  last  date  in  the 


iiKulical  record.  While  we  a])pr(;ciate  the 
challenges  that  may  he  present  in 
determining  the  date  of  death  of  an 
individual  in  cases  in  which  it  is  not 
sufficiently  clear  from  the  age  of  the 
record  whether  the  individual  is 
deceased,  we  believe  that  this 
determination  is  necessary  in  closer 
cas(!s  to  protect  the  individual,  as  well 
as  living  relatives  and  others,  who  mav 
h(i  affected  by  di.sclosure  of  the 
information.  Further,  as  we  stated  in  the 
NPRM,  this  modification  has  no  impact 
on  a  covered  entity’s  disclosures 
permitted  under  other  provisions  of  the 
Ih  ivacy  Rule.  For  example,  a  covered 
entity  is  j)ermitted  to  disclo.se  ])rotected 
health  information  of  decedents  for 
research  that  is  solely  on  the 
information  of  decedents  in  accorilance 
with  104.51 2(i)(l)(iii),  without  regard 
to  how  long  the  individual  has  been 
deceased. 

Finally,  we  clarify  that  the  50-vear 
])eriod  of  jjrotection  is  not  a  record 
retention  r(!(|nirement.  The  HIPAA 
Privacy  Rule  does  not  include  medical 
record  retention  reciuirements  and 
covered  entities  may  destroy  .siu:h 
records  at  the  time  ])ermitted  by  .State;  or 
other  a])i)licahle  law.  (We  note  that 
covered  entities  are  subject  to  the 
accounting  reeiuirements  at  104.528 
and,  thus,  would  need  to  retain  or 
ree;ord  certain  information  regarding 
their  disedosures  of  protected  health 
information.)  However,  if  a  cov(;red 
entity  does  maintain  decedent  health 
information  for  longer  than  50  years 
following  the  date;  of  death  of  the 
individual,  this  information  will  no 
longer  he  subject  to  the  Privacy  Rule. 

h.  .Section  104.51()(h) — Di.scdosures 
About  a  Decedent  to  Family  Members 
and  Others  Involved  in  Care 

Pro])osed  Rule 

.Section  104.510(h)  de.scrihes  how  a 
covered  entity  may  use  or  disclose 
protected  health  Information  to  p(;r.son.s, 
such  as  family  memh(;r.s  or  others,  who 
are  involved  in  an  individual’s  care  or 
payment  related  to  the  individual’s 
health  care.  The  Department  had 
received  a  nnmh(;r  of  (piestions  about 
the  scope  of  the  section,  specifically 
with  regard  to  disclosing  protected 
health  information  when  the  individual 
who  is  the  subject  of  the  information 
was  deceased.  We  had  additionally 
heard  concerns  that  family  members, 
relatives,  and  others,  many  of  whom 
may  have  had  access  tt)  the  health 
information  of  the  decea.sed  individual 
prior  to  death,  have  had  difficulty 
obtaining  access  to  such  information 
after  the  death  of  the  individual, 
because  many  do  not  (jualify  as  a 


year  j)eriod  of  j)rotectiou  had  also  been 
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“|)ersonal  re])resentative”  of  the 
decedent  under  the  I’rivacv  Rule  at 
§l()4.5()2(g)(4). 

As  such,  we  j)rop()sed  to  amend 
§  184.. 5 10(1))  to  add  a  new  paragraj)h  (5), 
which  would  permit  covered  entities  to 
disclose  a  decedent’s  information  to 
family  members  and  others  who  were 
involved  in  the  care  or  payment  for  care 
of  the  decedent  prior  to  death,  unle.ss 
doing  .so  is  inconsi.stent  with  any  j)rior 
expressed  preference  of  the  individual 
that  is  known  to  the  covered  entity.  VVe 
em])hasized  that  these  modifications 
would  not  change  the  authority  of  a 
decedent’s  ])ersonal  re])resentative  with 
regard  to  the  decedent’s  ])rotected 
health  information.  Thus,  a  personal 
rej)resentative  would  c:ontinue  to  have  a 
right  to  ac:cess  the  decedent’s  protected 
health  information  relevant  to  such 
personal  representation,  and  have 
authority  to  authorize  uses  and 
disclosures  of  the  decedent’s  protected 
health  information  that  are  not 
otherwise  permitted  or  required  hy  the 
Privacy  Rule.  We  retpiested  i;omment  on 
any  unintended  consequences  that  this 
propo.sed  di.sclosnre  j)rovi.sion  might 
cause. 

Overview  of  Public  Comments 

Most  commenters  supported  the 
propo.sal  to  permit  di.sclosures  to  family 
memhers  and  others  involved  in  the 
care  or  payment  for  care  of  the  decedent 
prior  to  death,  unless  doing  so  is 
inconsi.stent  with  any  ])rior  expre.ssed 
preference  of  the  individual  that  is 
known  to  the  covered  entity.  The.se 
commenters  felt  that  such  i)ermissive 
disclosures  would  helj)  facilitate 
im])ortant  and  appro])riate 
communications  with  family  memhers 
and  others  who  had  been  involvetl  in 
the  individual’s  care  f)r  payment  for 
health  care  prior  to  the  inclividual’s 
death  hut  who  may  not  rise  to  the  level 
of  ])ersonal  representative.  Some 
commenters  stated  that  the  provision 
recognizes  the  legitimate  interest  that 
family  memhers  may  have  in  a 
decedent’s  health  information  as  it 
affects  their  own  health  care. 

A  few  commenters  oj)posed  the 
])ro])o.sal  to  expresslv  permit 
communications  with  family  memhers 
and  other  j)erson.s  who  had  been 
involved  with  the  individual’s  care  or 
payment  for  care  ])rior  to  death.  Two 
commenters  felt  it  woidd  he  a  large 
burden  on  c:overed  entities  to  determine 
the  legitimacy  of  a  requestor  as  a  family 
member  or  individual  involved  in  the 
c:are  or  ])ayment  for  care.  One 
commenter  questioned  the  need  for 
family  memhers  to  have  ac:cess  to 
decedent  health  information  anil  the 
likelihood  of  anvone  other  than  the 


personal  re})re.sentalive  to  have  been 
meaningfnlly  involved  in  the  care  or 
])ayment  for  care  of  the  decedent. 

Final  Rule 

The  final  rule  adopts  the  projiosal  to 
amend  §184.510(1))  to  permit  covered 
entities  to  disclose  a  decedent’s 
j)rotected  health  information  to  family 
memhers  and  others  who  were  involved 
in  the  care  or  payment  for  care  of  the 
decedent  prior  to  death,  unle.ss  doing  so 
is  inconsistent  with  any  prior  expre.ssed 
j)reference  of  the  individual  that  is 
known  to  the  covered  entity. 

In  res])onse  to  commenters  who 
op])o.sed  this  i)rovision,  we  believe  the 
provision  strikes  the  ap])ro])riate 
balance  in  allowing  communications 
with  family  members  and  other  persons 
who  were  involved  in  the  individual’s 
care  or  payment  for  care  prior  to  death, 
unless  doing  so  is  inconsi.stent  with  the 
])rior  ex])re.ssed  wishes  of  the 
individual.  'I'liis  will  ensure  family 
memhers  and  others  can  find  out  about 
the  circumstances  surrounding  the 
death  of  their  loved  ones,  unless  the 
individual  prior  to  his  or  her  death 
objected  to  the  covered  entity  making 
such  communications.  Further,  the 
Privacy  Rule  limits  such  disclosures, 
similar  to  the  other  disclosures 
permitted  under  §  184.510(1)),  to  the 
protected  health  information  relevant  to 
the  family  member  or  other  ])er.son’s 
involvement  in  the  individual’s  health 
care  or  payment  for  health  care.  For 
example,  a  covered  health  care  |)rovider 
could  de.scribe  the  circumstances  that 
led  to  an  individual’s  passing  with  the 
decedent’s  si.ster  who  is  a.sking  about 
her  sibling’s  death.  In  addition,  a 
covered  health  care  provider  could 
disclose  billing  information  to  a  family 
member  of  a  decedent  who  is  assisting 
with  wrapping  up  the  decedent’s  estate. 
However,  in  both  of  these  ca.ses,  the 
provider  generally  .should  not  share 
information  about  past,  unrelated 
medical  |)roblem.s.  Finally,  the.se 
disclosures  are  permitted  and  not 
required,  and  thus,  a  covered  entity  that 
(piestions  the  relationship  of  the  person 
to  the  decedent  or  otherwi.se  believes, 
based  on  the  circumstances,  that 
disclosure  of  the  decedent’s  ])rotected 
health  information  would  not  he 
apj)ropriate,  is  not  required  to  make  the 
disclosure. 

Res])onse  to  Other  Public  Comments 

Comment:  (k)mmenters  reijue.sted 
guidance  on  what  it  means  for  a  person 
to  have  been  “involved  in  the  care”  of 
the  decedent  prior  to  death.  One 
commenter  sugge.sted  including 
language  in  the  final  rule  that  would  put 
the  burden  of  proof  of  “involvement  in 


the  individual’s  care”  on  the  reipiestor 
and  not  the  covered  entitv,  and  woidd 
hold  the  covered  entity  harmless  when 
disclosing  decedent  information  in  good 
faith  in  ciccordance  with  this  new 
permi.ssion. 

Response:  VVe  inter])ret  this  phrase  in 
the  same  manner  as  we  have  with 
res])ect  to  di.sclosures  of  })rotected 
health  information  of  living  individuals 
under  §  184.510(1)).  See  the 
Department’s  existing  guidance  at 
http://\v\v\v.hhs.p,ov/ocr/privocv/hip(i(i/ 
nnderstanding/coveredentities/ 
provider Jfg.pdf.  Subject  to  the  specified 
conditions,  disclosures  may  be  made 
under  this  provision  to  family  members, 
as  well  as  to  other  persons  provided  the 
covered  entity  has  reasonable  assurance 
the  individual  prior  to  death  was 
involved  in  the  individual’s  care  or 
payment  for  care.  Depending  on  the 
circinnstances,  this  could  include 
disclosures  to  spouses,  parents, 
children,  dome.stic  ])artner.s,  other 
relatives,  or  friends  of  a  decedent.  As 
with  similar  disclosures  concerning 
living  individuals  under 
§  184.51  ()(h)(l )(i).  this  ])rovision  does 
not  generally  a])])ly  to  di.sclosures  to 
health  care  providers,  health  plans, 
public  health  authorities,  law 
enforcement  officials,  and  others  whose 
acce.ss  to  protected  health  information  is 
governed  by  other  ])rovisions  of  the 
Privacy  Rule. 

We  decline  to  include  language  in  the 
final  rule  placing  the  burden  of  proof  on 
the  reipiestor  to  demonstrate  they  were 
involved  in  the  individual’s  care.  In 
some  cases,  it  will  he  readily  a])parent 
to  the  covered  entity  that  a  person  is  a 
family  member  or  was  involveil  in  the 
individual’s  care  prior  to  death  because 
the  j)erson  would  have  made  themselves 
known  to  the  covered  entity  prior  to  the 
indiviilual’s  death  by  either  visiting 
with  or  inquiring  about  the  individual, 
or  the  individual  would  have  identified 
such  person  as  being  involved  in  their 
care  or  jiayment  for  care  to  a  member  of 
the  covered  entity’s  workforce.  In  other 
cases,  the  covered  entity  need  just  have 
reasonable  assurance  that  the  per.son  is 
a  family  member  of  the  decedent  or 
other  person  who  was  involved  in  the 
individual’s  care  or  pavment  for  care 
prior  to  death.  For  example,  the  person 
mav  indicate  to  the  covered  entitv  how 
he  or  she  is  related  to  the  decedent  or 
offer  sufficient  details  about  the 
decedent’s  circumstances  {)rior  to  death 
to  indicate  involvement  in  the 
decedent’s  care  prior  to  death.  As  stated 
above,  a  covered  entity  that  is 
uncomfortable  disclosing  jirotected 
health  information  under  this  jirovision 
because  of  questions  about  the  person’s 
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rolationsliip  to  the  decedent  is  not 
r(!(|uired  to  do  so. 

Comment:  ,St*veral  coinmenttirs 
HHiuested  and  offered  suggested 
clarifications  on  the  scope  of  tlie  terms 
“j)er.sonal  rei)resentative”  and  “family 
memh(!r." 

Response:  The  Frivacy  Rule  already 
identifies  the  persons  who  (jiialify  as  a 
personal  n!j)resentative  of  a  decedent  at 
§  184. 502(g)(4).  Further,  this  final  rule 
includes  a  (hdinition  of  “family 
member”  at  §100.103. 

(Jnmment:  A  few  commenters 
suggested  e.xtending  this  j)rovision  to 
allow  disclosures  to  the  decedent’s 
health  care  “proxy.”  "medical  j)ower  of 
attorney.”  “])ower  of  attorney."  and 
“estate  executor” 

Response:  We  decline  to  ex))and  the 
jjrovision  as  suggesteil.  Under  the 
Privacy  Ride,  a  jierson  with  authority 
under  applicable  law  to  act  on  behalf  of 
the  decedent  or  the  decedent’s  estate  is 
the  personal  representative  of  the 
decedimt.  'rhus,  certain  ofthe.se 
liersons.  such  as  the  executor  of  the 
estate,  already  have  a  right  of  access  to 
the  decedent’s  protectiul  health 
information.  In  cases  where  a  person 
does  not  ri.se  to  the  level  of  a  jiersonal 
rejiresentative.  the  final  rule  at 
§  104.510(1))  permits,  subject  to  any 
prior  expressed  preference  of  the 
individual,  a  covered  entity  to  disclose 
relevant  protected  health  information  of 
the  decedent  to  family  members  of  the 
decedent  or  persons  who  otherwi.se 
were  involved  in  the  individual’s  care 
or  payment  for  care  prior  to  the 
individnal’s  death,  which  mav  include 
j)ersons  who  held  a  health  care  proxy 
for  the  individual  or  a  nuidical  power  of 
attorney. 

0.  Section  104.512(h) — Di.sclosure  of 
Student  Immunizations  to  Si:hools 

Proposed  Rule 

The  Privacy  Rule,  at  §  104.512(1)), 
recognizes  that  covered  entities  must 
balance  protecting  the  privacy  of  health 
information  with  sharing  health 
information  with  tho.se  responsible  for 
ensuring  public  health  and  safety,  and 
|)ermits  covered  entities  to  disclo.se  the 
niinimum  necessarv  protected  health 
inforniation  to  public  health  authorities 
or  other  designated  j)er.sons  or  entities 
without  an  authorization  for  ])nl)lic 
health  i)nrposes  specified  by  the  Rule. 

Schools  j)lay  an  important  role  in 
|)reventing  the  s|)read  of  commnnicahle 
diseases  among  students  by  ensuring 
that  students  entering  classes  have  been 
immunized.  Most  States  have  “.school 
entry  laws”  which  j)rohihit  a  child  from 
attending  school  unless  the  school  has 
proof  that  the  child  has  been 


a))j)ropriately  immunized.  .Some  .States 
allow  a  child  to  enter  .school 
j)rovisionally  fora  certain  period  of  time 
while  the  scliool  waits  for  the  neces.sary 
immunization  information.  Typically, 
schools  ensure  com|)liance  with  those 
I’eipiirements  hv  rei|uesting  the 
immunization  records  from  parents 
(rather  than  directly  from  a  health  care 
provider).  However,  where  a  covered 
health  care  provider  is  reijnested  to  send 
the  immnnization  records  directly  to  a 
school,  the  Privacy  Rule  generally 
reijiures  written  authorization  by  the 
child’s  j)arent  before  a  covered  health 
care  provider  may  do  so. 

.Since  the  Privacy  Rule  went  into 
effect,  we  had  heard  concerns  that  the 
reijuirement  for  covered  entities  to 
obtain  authorization  before  di.sclosing 
student  immunization  information  may 
make  it  more  difficult  for  jiarents  to 
provide,  and  for  schools  to  obtain,  the 
neces.sary  immnnization  documentation 
for  students,  which  may  prevent 
students’  admittance  to  school.  The 
National  (Committee  on  Vital  and  Health 
.Statistics  submitted  the.se  concerns  to 
the  HITS  .Secretary  and  recommended 
that  HH.S  regard  di.sclosure  of 
immnnization  records  to  .schools  to  he  a 
j)ul)lic  health  disclosure,  thus 
eliminating  the  reipiirement  for 
authorization.  See  http:// 
\\’\v\\’.n(:vhs.hhs.go\’/()4()()1 7l2.html.  As 
such,  we  ])ro|)osed  to  amend 
§  1 04.51 2(1))(1)  by  adding  a  new 
paragra])!)  that  ])ermits  covered  entities 
to  disclo.se  ])roof  of  immunization  to 
schools  in  .States  that  have  school  entry 
or  similar  laws."’  While  written 
authorization  that  complies  with 
§  104.508  would  no  longer  have  been 
reipiired  for  disclosure  of  such 
information  under  the  proposal,  the 
covered  entity  would  still  have  been 
reijuired  to  obtain  agreement,  whic:h 
may  have  been  oral,  from  a  parent, 
guardian  or  other  person  acting  in  loco 
paivntis  for  the  individual,  or  from  the 
individual  him-  or  her.self,  if  the 
individual  is  an  adult  or  emanci])ated 
minor.  Because  the  pro])osed  provision 
would  have  permittetl  a  provider  to 


"'\V(!  noto  lliat  oiico  n  stiidiMit's  iniinuni/.ition 
r(M:(ii'(ls  art!  ciiilainad  and  inaintainod  by  an 
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Family  Fducational  Ki^hts  and  I’rivacy  Act  (F'liRI’A) 
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inlorination"  at  S  llll).U):i.  which  exclude  Ironi 
coverage  under  the  I’rivacv  Rule  student  records 
protected  hy  I•'FR1’A.  In  addition,  lor  more 
information  on  the  intersection  of  FFRI’A  and 
Hll’AA.  readers  are  eiu:oiiraged  to  consult  the  )oinl 
HH.S/FI)  (hiidance  on  the  A|)plicalion  of  FliRl’A 
and  llll’AA  to  .Student  Health  Records,  available  at 
hltj)://\\\v\\.lihs.g()v/()ci/f)ri\'ac\'/hip(i(i/ 
iin(lt:rsltinfUn‘’/co\i:r(!(li!nlili(;s/ 
hiptniliupajoinlf’iiido.iKlI. 


aci;opt  a  parent's  oral  agreement  to 
di.sclo.se  immunization  results  to  a 
school — as  opposed  to  a  written 
iigreement — the  NPRM  acknowledged  a 
potential  for  a  mi.scommnnication  and 
later  objection  hy  the  parent.  We, 
therefoie,  reiiuested  comment  on 
whether  the  Privacy  Rule  should  reipiire 
that  a  provider  document  any  ond 
iigreement  under  this  provision  to  hel]) 
avoid  such  ])rol)lems,  or  whether  a 
re(|uirement  for  written  documentation 
would  he  overly  cumher.some,  on 
haliince.  We  also  retpiested  comment  on 
whether  the  rule  .should  mandate  that 
the  disclosures  go  to  a  ])articular  school 
official  and  if  .so,  who  that  should  he. 

In  addition,  the  Privacy  Rule  does  not 
define  the  term  “.school”  and  the  tyj)es 
of  schools  subject  to  the  .school  entry 
laws  may  viiry  hy  .State.  For  exiimple, 
dej)ending  on  the  .State,  such  laws  may 
a])ply  to  juihlic  and  ])rivate  elementary 
or  primary  schools  and  secondary 
schools  (kindergarten  through  12th 
grade),  as  well  as  daycare  and  j)re.school 
facilities,  and  iio.st-secondary 
institutions.  Tluis,  we  requested 
comment  on  the  scojie  of  the  term 
“school”  for  the  ])nrposes  of  this  section 
and  whether  we  should  include  a 
specific  definition  of  “school”  within 
the  regulation  itself.  In  addition,  we 
requested  comment  on  the  extent  to 
which  schools  that  may  not  he  subject 
to  these  school  entrv  laws  hut  that  mav 
also  require  proof  of  immuniziition  have 
ex])erienced  ])rohlems  that  would 
warrant  their  being  includeil  in  this 
category  of  public  health  di.sclosnres. 

Overview  of  Public  Comments 

Most  commenters  were  generally  in 
favor  of  ])ermitling  covered  entities  to 
disclo.se  student  immunization  records 
based  on  obtaining  agreement,  which 
may  he  oral,  from  a  parent,  guardian  or 
other  jierson  acting  in  loco  parentis  for 
the  individual,  or  from  the  individual 
himself  or  herself,  if  the  individual  is  an 
adult  or  emancijiated  minor,  rather  than 
written  authorization.  Commenters 
.su])])orted  the  intent  to  facilitate  the 
transmission  of  immunization  records  to 
ease  the  burden  on  ])arent.s,  schools  and 
covered  entities,  and  to  minimize  the 
amount  of  .school  missed  hy  students. 

.Some  commenters  oj)po.sed  the 
pro])o.sal  to  retiiiire  oral  or  written 
agreement,  claiming  that  a  new  form  of 
“agreement”  woukl  introduce 
unnecessary  comi)lexity  <md  confusion, 
and  would  not  helj)  to  reduce  burden. 
These  commenters  as.serted  that  covered 
entities  would  document  the  verbal 
agreements  for  their  own  liability 
purpo.ses,  even  if  not  reipiired  hy  the 
i’rivacy  Rule.  In  this  manner,  the 
documentation  burden  would  still  he 
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])rosent.  .Some  c:()minentors 
reconinieiuled  that  instead  of  an  oral 
agreement  or  authorization  re(|uirement, 
disclosure  of  immunization  records  to 
.schools  should  he  considered  an  exem])t 
public  health  disclosure.  A  small 
minority  of  commenters  felt  that  the 
curnmt  authorization  system  should  he 
maintained  as  it  is  the  best  wav  to 
ensure  patient  safety  and  privacy  while 
avoiding  mi.scommunications  and 
misunderstandings. 

(lonuuenters  were  dividcul  on  the 
issue  of  recjuiring  written 
documentation  of  the  agreement.  .Some 
commenters  were  in  favor  of 
documenting  oral  agreements,  citing 
that  the  documentation  would  he  less 
cumher.some  than  obtaining  written 
authorizations  while  also  helping  to 
avoid  miscommnnications.  On  the  other 
hand,  some  commenters  felt  that 
nKpiiring  written  documentation  would 
h(!  burdensome  and  would  eliminate  the 
Ixmefits  introduced  by  permitting  oral 
agnuunents.  .Some  commenters  also 
requested  flexibility  for  covered  entities 
to  determine  whether  or  not  written 
documentation  is  a])i)ro])riate  and 
necessary  for  their  puri)oses. 

The  majority  of  commenters  nxinestcul 
that  a  designated  recijjient  of  the 
.student  immunization  records  not  he 
defined,  and  that  schools  he  allowed 
Hexihility  to  identify  the  apj)ropriate 
individual(s)  that  can  act  as  the  school 
official  permitted  to  receive  the  records. 
Ounmenters  indicated  that  while  the 
disclosures  woidd  ideally  he  made  to  a 
nurse  or  licen.sed  health  jirofessional  at 
the  school,  such  a  health  profe.ssional 
may  not  always  he  present.  In  such 
instances,  it  shoidd  he  ])ermissihle  that 
the  immunization  records  he  disclosed 
to  another  official  designated  by  the 
.school  as  a  suitable  representative.  One 
c;ommenter  recommended  that  the 
school  nurse  he  designated  as  the 
recipient  and  custodian  of  the  records. 

Most  commenters  recommended  that 
the  definition  of  “school”  he  interj)reted 
broadly  in  order  to  he.st  siqjjiort  juiblic 
health  efforts.  Commenters  provided 
suggestions  on  the  types  of  schools  that 
shonld  he  included,  for  example,  K-12 
.schools,  public  and  j)rivate  schools,  and 
post-secondary  schools.  Many 
commenters  also  suggested  that  daycare. 
j)re.school  and  nur.sery  .school  facilities 
In;  encom])a.ssed  in  the  (hTinition  of 
.school.  One  conunenter  expressly 
recommended  that  child  care  facilities 
or  day  care  programs  not  he  included  in 
the  definition  of  .school,  despite 
acknowledging  the  need  to  j)rotect  the 
health  of  these  children,  due  to  the  fact 
that  many  .States  have  different  laws  for 
these  settings  and  an;  sejjarate  from 
school  systems.  Two  commenters 


suggested  defining  .schools  as  h(;ing 
oj)en  to  children  up  to  age  18.  since 
students  become  adults  at  age  18  and 
can  authorize  the  disclosure  of  their 
own  information.  A  few  commenters 
suggested  that  the  definition  include  all 
.schools  that  recjuire  immunization 
documentation  as  a  prerecpnsite  to 
enrollment,  not  just  thosi;  that  are 
subject  to  .State  entry  laws,  in  order  to 
|)rotect  public  health  in  all  school 
settings,  since  the  threat  of  un- 
inununized  children  exists  regardless  of 
.State  .school  entry  laws.  Additionally, 
some  commenters  recommended  that 
the  term  “school”  not  be  defined  in  the 
Privacy  Rule  due  to  the  variation  across 
.States  in  the  types  of  .schools  that  are 
subject  to  the  entry  laws. 

Final  Rule 

The  final  rule  adopts  the  proposal  to 
amend  §  l(i4..‘)12(b)(l)  by  adding  a  new 
paragraj)h  that  jjermits  a  covered  entity 
to  di.sclo.se  proof  of  immunization  to  a 
school  where  .State  or  other  law  r(;ciuires 
the  .school  to  have  such  information 
prior  to  admitting  the  .student.  While 
written  authorization  will  no  longer  be 
retiuired  to  permit  this  di.sclosnre, 
covered  entities  will  still  he  retpured  to 
obtain  agreement,  which  may  be  oral, 
from  a  parent,  guardian  or  other  ])er.son 
acting  in  loco  i)(ircn1is  for  the 
individual,  or  from  the  individual 
himself  or  herself,  if  the  individual  is  an 
adult  or  emanci])ated  minor.  We  believe 
that  the  o])tion  to  ])rovide  oral 
agreement  for  the  disclosure  of  .student 
immunization  records  will  relieve 
burden  on  parents,  schools,  and  covered 
entities,  and  greatly  facilitate  the  role 
that  schools  play  in  public  health,  while 
still  giving  parents  the  o])portunity  to 
consitler  whether  to  agree  to  the 
disclosure  of  this  information. 

The  final  rule  additionally  requires 
that  covered  entities  document  the 
agreement  obtained  under  this 
provision.  The  final  rule  do(;.s  not 
prescribe  the  nature  of  the 
documentation  and  does  not  r(;(]nire 
signature  by  the  parent,  allowing 
covered  entities  the  flexibility  to 
iletermine  what  is  ajipropriate  for  their 
j)ur|)o.se.s.  The  documentation  must  only 
make  clear  that  agreement  was  obtained 
as  ])ermitt(;d  under  this  provision.  For 
example,  if  a  parent  or  guardian  submits 
a  written  or  email  r(;(juest  to  a  covered 
entity  to  disclose  his  or  her  child’s 
immunization  records  to  the  child’s 
school,  a  copy  of  the  retpiest  would 
suffice  as  documentation  of  the 
agreement.  Likewise,  if  a  parent  or 
guardian  calls  the  covered  entity  and 
requests  over  the  ])hone  that  his  or  her 
child’s  immunization  records  he 
disclosed  to  the  child’s  school,  a 


notation  in  the  child’s  medical  record  or 
elsewhere  of  the  phone  c;all  would 
suffice  as  documentation  of  the 
agreement.  We  emj)ha.size  that  tin; 
agreement  is  not  etiuivalent  to  a  HIPAA- 
comiiliant  authorization,  and  covered 
entities  are  not  required  to  document  a 
signature  as  ])art  of  this  recpnrement.  We 
disagree  with  comments  that 
documentation  would  be  as  burdensome 
on  covered  entities  as  written 
authorization,  since  an  authorization 
form  contains  many  recjuired  statements 
and  elements,  including  a  signature  by 
the  aj)propriate  individual,  which  are 
not  re{]nired  for  the  agreement  and 
documentation  contemplated  here. 
Furthermore,  we  believe  that 
documentation  of  oral  agreements  will 
hel])  to  jjrevent  miscommnnications  and 
potential  future  objections  by  ])arent.s  or 
individuals,  and  the  concerns  that 
covered  entities  may  have  regarding 
liability,  j)enalty  or  other  enforcement 
atdions  for  disclosures  made  pursuant  to 
an  oral  agreement. 

.Se\'eral  commenters  r(;commended 
that  in  lien  of  an  oral  agreement, 
disclosure  of  immunization  records  to 
schools  are  presumed  to  he  permitted, 
while  giving  individuals  the  option  to 
opt  out  of  this  presum])tion  or  recpiest 
a  r(;.striction  to  the  di.sclosnre.  One 
conunenter  advocated  for  this  public 
health  exemption  for  disclosure  of 
immunization  records  as  being 
j)articularly  critical  for  children  who 
may  be.  for  example,  homele.ss.  living 
with  someone  other  than  a  parent  or 
legal  guardian,  or  living  with  a  parent 
that  does  not  sjjeak  English.  We  remove 
the  written  authorization  re(|nirement  to 
help  facilitate  these  disclosures  with  as 
much  flexibility  as  possible.  However, 
we  do  not  intend  this  provision  to 
change  tlu;  current  practice  of  parents, 
guardians,  or  other  persons  acting  in 
loco  porcntis  contacting  a  child’s  health 
care  })rovider  to  request  proof  of 
immunization  be  sent  to  the  child’s 
.school.  Therefore,  we  still  retpnre  active 
agreement  from  the  ajjpropriate 
individual,  and  a  health  care  provider 
may  not  di.sclose  immunization  records 
to  a  school  under  this  provision  without 
such  agreement.  The  agreement  must  be 
an  affirmative  as.sent  or  r(;(iuest  by  a 
j)arent.  guardian,  or  other  jierson  acting 
in  loco  parentis  (or  by  an  adult 
individual  or  emancipated  minor,  if 
applicable)  to  the  covered  entity,  which 
may  be  oral  and  over  the  ])hone.  to 
allow  the  disclosure  of  the 
immunization  records.  A  mere  request 
by  a  school  to  a  health  care  i)rovider  for 
the  immunization  records  of  a  .student 
would  not  be  sufficient  to  permit 
di.sclo.sure  under  this  provision  (and 
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such  a  reque.st  by  a  .school  might  also 
rai.se  implications  under  other  laws, 
such  as  I’ERPA). 

We  decline  to  include  definitions  of 
"school  official"  and  ".school"  in  the 
final  rule.  The  motivation  for  this  new 
permi.ssive  disclosnre  is  to  |)romofe 
public  health  by  reducing  the  hurilen 
associated  with  ])rovi(ling  schools  with 
student  immunization  records  and  we 
do  not  wish  to  create  additional 
difficidties  or  confusion  in  doing  so.  We 
therefore  agree  with  commenters  that 
schools  are  he.st  e(]ui])ped  to  determine 
the  aj)propriate  individual  to  receive 
.student  immunization  records  at  their 
location  and  will  benefit  from  having 
this  flexibility.  We  also  agree  with 
commenters  that  "school"  should 
remain  undefined  in  the  Privacy  Rule 
due  to  the  variation  across  States  in  the 
types  of  schools  that  are  subject  to  the 
entry  laws.  We  hfilieve  that  this  will  best 
align  with  State  law  and  cause  the  least 
amount  of  confusion.  We  did  not 
receive  sufficient  comment  regarding 
the  breadth  of  schools  that  an;  not 
subject  to  school  entry  laws  or  the 
burden  that  the.se  in.stitutions  face  to 
ju.stifv  expanding  this  provision  to  allow 
disclosure  of  ])roof  of  immunization  to 
such  schools  without  an  authorization. 

Resj)on.s(!  to  Other  Public  (Comments 

Several  commenters  raised 
concerns  about  the  dynamic  between 
the  Privacy  Rule  reciuirements  and  State 
law  re(juirements  regarding 
immunization  disclosures.  Oommenters 
indicated  that  some  State  laws  nKiuire 
providers  to  directly  share 
immunization  records  with  schools  and 
j)rovide  parents  with  the  oj)])ortunitv  to 
oj)t  out  of  this  direct  sharing, 
(iommenters  also  indicated  the  u.se  of 
State  immunization  registries  in  many 
States,  to  which  schools  are  ])ermitted 
direct  acc:ess.  One  commenter  suggested 
that  the  Privacy  Rule  ])ermit  State  law 
to  determine  what  is  the  minimum 
nece.ssary  for  proof  of  immunization. 

/fe.s-pon.se;  \Ve  take  this  opportunity  to 
clarify  that  the  Privacy  Rule  at 
l()4.512(a)  permits  a  covennl  entity  to 
use  or  di.sclose  protected  health 
information  to  the  extent  that  such  u.se 
or  di.sclosure  is  recjuinul  by  law  and  the 
use  or  disclosure  comj)lies  with  and  is 
limited  to  the  relevant  recpiirements  of 
such  law.  As  such,  the  Privacy  Rule 
does  not  prohibit  immunization 
disclosures  that  are  mandated  hv  Stat(! 
law.  nor  does  it  require  authorizatitm  for 
such  disclosures.  With  regard  to  State 
laws  that  recjuin;  covered  entities  to 
disclose  immunization  records  to 
.schools  and  allow  parents  to  ojjt  out, 
this  is  not  in  any  way  prohibited  by  the 
Privacy  Rule.  Howevcjr,  with  regard  to 


State  laws  that  p(!rmit  hut  do  not  nuiuire 
covered  entities  to  disclo.se 
immunization  records  to  schools,  this 
does  not  meet  the  nujuirements  of  the 
provisions  at  §  184. .51 2(a),  and 
disclosur(^s  of  immunization  records  are 
subject  to  the  Privacy  Rule  agnuMnent 
and  documentation  recpiirements 
de.scrihed  in  this  jiart.  \V(!  also  note  that 
the  Privacy  Rule  at  1  (>4.51 2(1))  permits 
a  covered  entity  to  disclose  ])rotected 
health  information  for  public  health 
activities.  Disclosures  of  protected 
health  information  to  State 
immunization  registries  are  therefore 
])ermitted  by  the  Privacy  Rule  and  also 
do  not  recpiire  authorization.  The 
Privacy  Rule  at  §  l()4.514(d)(3)(iii)(A) 
provides  that  a  covered  entity,  when 
making  a  j)ermitted  di.sclosure  pursuant 
to  184.512  to  a  ])uhfic  official,  may 
determine,  if  siicli  a  determination  is 
reasonable  under  the  circumstances, 
that  iid'ormation  re(|ue.sted  by  a  ])uhlic 
official  is  the  minimum  neces.sary 
information  for  the  stated  purpose,  if  the 
public  official  rej)re.sents  that  the 
information  recjuested  is  the  minimum 
necessary  for  the  stated  purpose(s). 
Under  this  provision,  a  covered  entity 
may  rely  on  .State  law  or  a  .State 
official’s  determination  of  the  minimnm 
neces.sary  information  recjuired  for  j)roof 
of  immunization,  unless  such 
determination  is  unreasonable. 

C.omnwnt:  Commenters  requestetl 
guidance  on  when  and  how  often  to 
obtain  agreement  for  immunization 
disclosures. 

Ihisponsa:  We  anticipate  that  covered 
entities  will  obtain  agreement  for  the 
disclosure  of  immunization  records  on  a 
case-hy-case  basis  as  needed.  For 
exam])le,  a  parent  may  call  and  request 
that  a  covered  entity  jirovide  his  or  her 
child's  immunization  records  before  the 
child  begins  elementary  school,  if 
recjuired  by  .Slate  .school  entry  laws.  If 
that  child  moves  to  a  different  school 
and  is  unable  to  transfer  their 
immunization  records  to  the  new 
school,  the  ])arent  may  need  to  recjuest 
that  the  covered  entity  jnovide  his  or 
her  child’s  immunization  records  to  the 
new  school,  if  nuiuired  by  .State  school 
entry  laws.  A  parent  might  also 
generally  indicate  to  a  covered  entity 
that  he  or  .she  affirmatively  agrees  to  the 
immediate  or  future  disclosure  of  his  or 
her  child’s  immunization  records  to  the 
child’s  school  as  necessarv,  or  the 
continued  disclosure  of  .suc:h 
information  if,  for  exami)le,  U])dates  are 
re(inired  by  the  school  when  a  series  of 
vaccinations  have  been  comjjleted. 

Comment:  Commenters  reque.sted 
clarification  on  the  length  of  time  an 
agreement  may  he  relied  iq)on. 


Response:  An  agreement  to  permit  the 
disclosure  of  immunizatieni  records  is 
considered  effective  until  revoked  by 
the  ])arent,  guardian  or  other  person 
acting  in  loco  parentis  for  the 
individual,  or  by  the  individual  him.self 
or  herself,  if  the  individual  is  an  adult 
or  emanci])ated  minor. 

Comment:  C.ommenters  retpiested 
clarification  regarding  any  reiiuiremenl 
for  .schools  to  maintain  the 
immunization  records. 

Response:  The  Privacy  Rule  does  not 
reciuire  schools  to  keej)  student 
immunization  rec;ords;  however 
individual  .State  or  other  laws  may 
re(]uire  this. 

7.  .Section  184.514(f) — Fundraising 
Proposed  Rule 

.Section  184.514(f)(1)  of  the  Privacy 
Rule  permits  a  covered  entitv  to  u.se.  or 
disclose  to  a  business  associate  or  an 
institutionally  related  foundation,  the 
following  protected  health  information 
about  an  individual  for  the  covered 
entity’s  fundraising  from  that  individual 
without  the  individual’s  authorization: 
(1)  Demographic  information  relating  to 
an  individual:  and  (2)  the  dates  of 
health  care  provided  to  an  individual. 
.Sec:tion  184.514(f)(2)  of  the  Privacy  Rule 
recjuires  a  covered  entity  that  ])lans  to 
use  or  disclose  protected  health 
information  for  fundraising  under  this 
paragra))!)  to  inform  individuals  in  its 
notice  of  ])rivacy  practices  that  it  may 
contact  them  to  raise  funds  for  the 
covered  entity.  In  addition. 

184.514(f)(2)  reciuires  that  a  covered 
entity  include  in  any  fundraising 
materials  it  sends  to  an  individual  a 
descri])tion  of  how  the  individual  may 
opt  out  of  receiving  future  fundrai.sing 
communications  and  that  a  covered 
entity  must  make  reasonable  efforts  to 
ensure  that  individuals  who  do  oj)t  out 
are  not  sent  future  fundraising 
communications. 

.Section  134()8(h)  of  the  HITECH  Act 
recjuires  the  .Secretary  to  provide  by  ruli 
that  a  covered  entity  jjrovide  the 
recij)ient  of  any  fundraising 
communication  with  a  clear  and 
conspicuous  o|)portunity  to  o])t  out  of 
receiving  any  further  fundraising 
connmmications.  Additionally,  section 
13408(1))  states  that  if  an  individual 
does  opt  out  of  receiving  further 
fundraising  commnnications,  the 
individual’s  choice  to  opt  out  mu.st  he 
treated  as  a  revocation  of  authorization 
under  184.508  of  the  Privacy  Rule. 

In  the  NPRM,  we  projjo.sed  a  numher 
of  changes  to  the  Privacy  Rule’s 
fundraising  requirements  to  im])lement 
the  .statutory  provisions.  First,  we 
propo.sed  to  strengthen  the  opt  out  by 
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nK|uiring  that  a  covenul  entity  provide, 
with  each  f  undraising  coininuniciation 
sent  to  an  individual  under  these 
])rovisions,  a  clear  and  conspicuous 
opportunity  for  the  individual  to  elect 
not  to  receive  further  fundraising 
coininunications.  'I’o  satisfy  this 
nupurement,  we  also  proposed  to 
r(!(|uire  that  the  method  for  an 
individual  to  elect  not  to  receive  further 
fundraising  coininunications  may  not 
cause  the  individual  to  incur  an  undue 
hurden  or  more  than  nominal  cost.  VVe 
encouraged  covered  entities  to  consider 
the  use  of  a  toll-free  phone  numher,  an 
email  address,  or  similar  opt  out 
mechanism  that  would  provide 
individuals  with  a  sim})le,  (piit:k,  and 
inexpensive  way  to  opt  out  of  receiving 
future  communications.  We  noted  that 
we  considered  recjuiring  individuals  to 
write  a  letter  to  ojit  out  to  constitute  an 
undue  hurden  on  the  individual. 

We  also  proposed  to  provide  that  a 
covered  entity  may  not  condition 
treatment  or  jiavinent  on  an  individual’s 
choice  with  respect  to  receiving 
fundraising  communications.  We 
believed  this  modification  would 
implement  the  language  in  .section 
134()(MI))  of  the  MITFCH  Act  that 
provides  that  an  election  by  an 
individual  not  to  receive  further 
fundraising  communications  shall  he 
treated  as  a  revocation  of  authorization 
under  the  Privacy  Rule. 

Further,  we  |)roposed  to  jirovide  that 
a  covered  entity  may  not  send 
fundraising  communications  to  an 
individual  who  has  elected  not  to 
receive  such  communications.  This 
would  strengthen  the  current 
reiiuirement  at  §  l(i4..514(f)(2)(iii)  that  a 
covered  entity  make  “reasonable 
efforts”  to  ensure  that  those  individuals 
who  have  opted  out  of  receiving 
fundraising  communications  are  not 
sent  such  communications.  The  NPRM 
proposed  stronger  language  to  make 
clear  the  expectation  that  covered 
entities  abide  by  an  individual’s 
decision  not  to  receive  fundraising 
communications,  as  well  as  to  make  the 
fundrai.sing  opt  out  ojierate  more  like  a 
revocation  of  authorization,  consistent 
with  the  statutory  language  and 
legislative  history  of  section  134()()(h)  of 
the  HITECM  Act  discussed  above. 

With  res]5ect  to  the  o])eration  of  the 
oj)t  out.  we  requested  comment 
regarding  to  what  fundraising 
communications  the  opt  out  .shoidd 
apply  (i.e.,  should  the  ojit  out  a])plv  to 
all  future  fundraising  communications 
or  should  and  can  the  ojjt  out  he 
structured  in  a  way  to  a])j)ly  only  to  the 
particular  fundraising  campaign 
described  in  the  letter).  We  also 
r(U|uested  comment  on  whether  the  Ride 


should  allow  a  similar  method,  short  of 
the  individual  signing  an  authorization, 
by  which  an  individual  who  has 
previously  o|)ted  out  can  jnit  his  or  her 
name  hack  on  an  institution’s 
fundraising  list. 

W(;  proposed  to  retain  the 
reiiuirement  that  a  covered  entitv  that 
intends  to  contact  the  individual  to  raise 
funds  underthe.se  jnovisions  include  a 
statement  to  that  effect  in  its  notice  of 
privacy  jiractices.  Howevm',  we 
proposed  that  the  re(|uired  statement 
also  inform  individuals  that  they  have  a 
right  to  ojit  out  of  receiving  such 
communications. 

In  addition  to  the  above 
modifications,  we  reipiested  jnihlic 
comment  on  the  reijuirement  at 
§  104. .514(f)(1)  which  limits  the 
information  a  covered  entity  may  use  or 
disclose  for  fundrai.sing  to  demograjihic 
information  about  and  dates  of  health 
care  service  provided  to  an  individual. 
Since  the  promulgation  of  the  Privacy 
Rule,  we  acknowledged  that  certain 
coverlid  entities  have  raised  concerns 
regarding  this  limitation,  maintaining 
that  the  Privacv  Rule’s  prohibition  on 
the  use  or  disclosure  of  certain 
treatment  information  without  an 
authorization,  such  as  the  department  of 
service  where  care  was  received  and 
outcomes  information,  imjKides  their 
ability  to  raise  funds  from  often  willing 
and  grateful  jiatients  because  they  are 
unable  to  target  their  fundrai.sing  efforts 
and  avoid  inapjiropriate  .solicitations  to 
individuals  who  may  have  had  a  had 
treatment  outcome.  Such  entities  have 
argued  that  obtaining  an  individual’s 
authorization  for  fundrai.sing  as  the 
individual  enters  or  leaves  the  hospital 
for  treatment  is  often  impracticable  or 
inap])ro])riate.  The  projiosed  rule  also 
discu.ssed  the  fact  that  the  National 
Committee  on  Vital  and  Health 
Statistics  held  a  hearing  and  heard 
public  testimony  on  this  issue  in  Julv 
2004  and  recommended  to  the  Secretary 
that  till!  Privacy  Rule  should  allow 
covered  entities  to  use  or  disclose 
information  related  to  the  patient’s 
department  of  .service  (broad 
designations,  such  as  surgery  or 
oncology,  hut  not  narrower  designations 
or  iidormation  relating  to  diagnosis  or 
treating  physician)  for  fundrai.sing 
activities  without  patient  authorization. 
The  National  Committee  on  Vital  and 
Health  Statistics  also  recommended  that 
a  covered  entity’s  notice  of  privacy 
practices  inform  patients  that  their 
department  of  .service  information  mav 
he  used  in  fundraising,  and  that  patients 
should  he  afforded  the  opportunity  to 
opt  out  of  the  use  of  their  dejiartment 
of  service  information  for  fundraising  or 
all  fundrai.sing  couiacts  altogether.  See 


http://\v\v\v.ncvhs.hhs.gov/ 

()4()f)()2lt1.htni. 

In  light  of  the.se  concerns  and  the 
prior  recommendation  of  the  National 
Committee  on  Vital  and  Health 
Stati.stics,  we  asked  for  jiuhlic  comment 
on  whether  and  how  the  current 
restriction  on  what  information  may  he 
used  and  disclo.sed  should  he  modified 
to  allow  covered  entities  to  more 
effectively  target  fundrai.sing  and  avoid 
inapjiropriate  solicitations  to 
individuals,  as  well  as  to  reduce  the 
need  to  .send  solicitations  to  all  jiatients. 
In  particular,  we  solicited  comment  on: 
(1)  Wdiether  the  Privacy  Rule  should 
allow  additional  categories  of  protected 
health  information  to  he  used  or 
disclosed  for  fundrai.sing.  such  as 
department  of  service  or  similar 
information,  and  if  so.  what  tho.se 
categories  shoidd  he;  (2)  the  adecjuacy  of 
the  minimum  necessary  standard  to 
appropriately  limit  the  amount  of 
protected  health  information  that  may 
lie  used  or  disclo.sed  for  fundraising 
pur])ose.s:  or  (3)  whether  the  current 
limitation  should  remain  unchanged. 

We  also  solicited  comment  on  whether, 
if  additional  information  is  permitted  to 
he  used  or  disclosed  for  fundrai.sing 
absent  an  authorization,  covered  entities 
.should  he  required  to  provide 
individuals  with  an  opjiortunitv  to  opt 
out  of  receiving  anv  fundraising 
communications  before  making  the  first 
fundraising  solicitation,  in  addition  to 
the  opportunity  to  opt  out  with  every 
subsequent  communication.  We  invited 
jiuhlic  comment  on  whether  such  a  pre- 
solicitation  opt  out  would  he  workable 
for  covered  entities  and  individuals  and 
what  mechanisms  could  he  jmt  into 
place  to  implement  the  requirement. 

Overview  of  Public  Comments 

In  general,  the  jnihlic  comments 
received  in  resjumse  to  tlie  Nl^RM  were 
supportive  of  the  proposed 
modifications  hut  many  a.sked  that  the 
final  rule  give  covered  entities 
flexibility  with  resjiect  to 
operationalizing  these  requirements. 
Several  commenters  jirovided  exanqdes 
of  routine  communications  and 
expressed  the  need  for  guidance  and 
clarification  about  what  constitutes  a 
fundraising  communication. 

(jenerally,  mo.st  commenters 
siqiported  the  NPRM’s  projiosed 
reiiuirement  that  the  method  through 
whic.h  the  covered  entity  permits 
individuals  to  opt  out  ol  receiving 
future  fundraising  communications  not 
cause  individuals  to  incur  an  undue 
hurden  or  more  than  a  nominal  cost. 
Many  commenters  stated  that  the  final 
rule  sliould  give  covered  entities  the 
flexibility  to  determine  which  ojit  out 
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methods  will  work  best  given  their 
circumstances,  instead  ol  recjuiring  all 
covenul  entities  to  em])loy  specific  opt 
out  methods.  These  commenters  noted 
that  depending  on  the  size  of  the 
covenul  entity  and  tvpe  of  population  it 
serves,  certain  o])t  out  methods  might 
not  he  feasible,  such  as  one  that  nupiires 
the  e.stahlishment  of  a  toll-free  numher. 
which  mav  he  co.st  prohibitive  for  soiik! 
small  entities.  .Similarl\.  some 
commenters  noted  that  hecau.se  not  all 
individuals  have  access  to  a  com])uter 
and  the  Internet,  providing  individuals 
with  th(!  opportunity  to  opt  out  via 
email  alone  may  not  he  sufficient. 

With  respect  to  the  .scojie  of  the  opt 
out.  the  commenters  were  generally 
.sj)lit  on  whether  the  opt  cnit  should 
apply  to  communications  related  to  a 
specific  fundraising  cam])aign  or  to  all 
future  fundraising  communications.  The 
commenters  in  support  of  ap})lying  the 
oj)t  out  to  a  specific  fundraising 
campaign  stated  that  it  would  he  too 
difficadt  for  individuals  to  make  a 
meaningful  decision  about  whether  they 
wanted  to  opt  out  of  all  future 
fundraising  communications,  and 
allowing  individuals  to  opt  out  of  all 
futurefundraising  communications 
would  greatly  hinder  a  covered  entity's 
ahilitv  to  raise;  funds.  Tho.se  commenters 
in  favor  of  implementing  an  all  or 
nothing  oj)t  out  stat(;d  that  it  would  he 
too  difficult  for  coven;d  entities, 
(;.s])ecially  large  facilities,  to  track 
cam|)aign-.specific  opt  outs  for  each 
individual,  so  a])|)lying  the;  o|)t  out 
universal Iv  would  make  it  much  easier 
for  covered  entities  to  implement.  Other 
commenters  asked  that  the  final  rule 
tak(;  a  il(;xil)le  approach  and  permit 
cov(;red  entities  to  (h;cide  the  scope  of 
the  opt  out.  while;  others  stated  that  the 
final  ride  should  re(|nire  covered 
entities  to  include  both  ojit  out  o|)tions 
on  each  fundraising  communication 
leaving  thi;  decision  to  individuals. 

Additionally,  while  most  commenters 
supported  the  ])rohihition  on 
conditioning  treatm(;nt  or  paym(;nt  on 
an  individuar.s  choice  regarding  the 
n;ceipt  of  fundraising  communications, 
mo.st  commenters  oppo.s(;d  the  NFRM’s 
propo.sal  that  jirohihited  covi;r(;d 
entities  from  sending  futnn;  fundraising 
communications  to  thosi;  individuals 
who  had  o|)t(;d  out  and  stated  that  it 
was  too  .strict.  'I’lie  majority  of  th(;s(; 
comm(;nt(;rs  suggesti;d  that  tin;  final  ruh; 
r(;tain  the  Privacy  Rule's  original 
“reasonahh;  efforts”  language  and  stated 
that  whih;  cov(;n;d  (;ntitie.s  have  ev(;rv 
inciaitivi;  not  to  s(;nd  fundraising 
communications  to  those  individuals 
who  have  ojitial  out  of  reci;iving  them, 
it  is  very  difficult  for  cover(;d  entiti(;s  to 
ensure  100  |)ercent  accuracy  with  this 


policy.  .Sev(;ral  commenters  stated  that 
there  an;  lag  times  hetw(;en  the  period 
of  time  in  which  a  fundraising  mailing 
list  is  comjiiled  and  the  time  in  which 
a  fundraising  communication  is  sent 
out,  so  if  an  individual  has  o])ted  out 
during  the  interim  time  ])(;riod,  covered 
entities  may  not  hi;  able  to  prevent  the 
prejiared  fundraising  communication 
from  being  .sent.  ()th{;r  commenters 
stated  that  it  may  he  difficult  to 
implement  an  opt  out  across  all  records 
h(;longing  to  that  individual  where 
complications,  such  as  naini;  changes 
and  variation,  address  changes,  and 
multiple  addr(;sses  are  involved. 

For  those  individuals  who  have  opted 
out  of  receiving  fundraising 
communications,  commenters  generally 
supj)orted  allowing  tho.se  individuals  to 
opt  hack  in  to  receiving  such 
communications.  Some  suggested  that 
individuals  he  able  to  opt  hack  in  using 
the  same  methods  they  used  to  opt  out. 
while  others  suggested  that  any 
communication  indicating  a  willingne.ss 
to  resume  receiving  fundraising 
communications,  such  as  making  a 
donation  to  the  covered  entity,  should 
function  as  an  opt  in.  Other  commenters 
sugge.sted  that  the  final  rule  limit  the 
amount  of  time  that  an  individual  can 
opt  out.  such  that  after  this  ])eriod  of 
time  the  individual  automatically  begins 
r(;ceiving  fundraising  communications 
again.  A  few  commenters  wen;  o])])os(;d 
to  permitting  individuals  to  o])t  hack  in 
to  receive  fundraising  communications, 
stating  that  this  would  he  loo  costly  and 
burdensome  for  covered  entities  to 
track. 

With  respect  to  the  r(;(]uest.s  for  public 
comments  regarding  the  potential  u.se  or 
disclosun;  of  additional  protected  health 
information  to  provide  more  targeted 
fundraising  communications,  the  vast 
majority  of  commenters  sujjjiorted 
allowing  the  u.se  or  disclosun;  of 
additional  protect(;d  health  information 
for  fundraising.  These  commenters 
stated  that  the  use  of  additional 
prol(;cted  h(;alth  information  would 
streamline  th(;ir  fundraising  efforts  and 
ensun;  that  individuals  w(;re  sent 
communications  about  cam|)aigns  that 
would  he  m(;aningful  to  thi;ir 
experienc(;s.  The.se  comm(;nt(;r.s  also 
.stat(;d  that  it  would  eliminati;  the 
concern  of  sending  a  communication  to 
an  individual  or  family  that  suifen;d  a 
n(;gativ(;  outcome,  (iommenters 
sugg(;.sl(;d  .sevi;ral  cat(;gorie.s  of  i)rot(;ct(;d 
h(;a!!h  information  that  covered  (;ntiti(;s 
should  hi;  able  to  use  to  target  their 
fundraising  efforts,  including 
department  or  site  of  service,  generic 
area  of  treatment,  department  where  last 
.seen,  outcome  information,  treating 
physician,  diagnosis,  whether  the 


individual  was  a  pediatric  or  adult 
jiatieut,  medical  record  uumher.  Social 
Security  numher,  or  other  unique 
ideulifier,  and  any  other  information 
that  reflects  the  fact  that  the  individual 
was  served  by  the  covered  eutitv. 

With  resjiect  to  the  minimum 
necessary  standard,  a  few  commenters 
su])])orted  its  u.se  to  limit  any  additional 
categories  of  ])rotected  health 
information  that  can  he  used  to  target  a 
covered  entity’s  fuudraisiug  efforts. 

These  commenters  supported  the  use  of 
the  staudard  because  of  how  familiar 
and  comfortable  most  covered  entities 
are  at  applying  the  minimum  necessary 
standard.  However,  another  commenter 
was  o])posed  to  the  use  of  the  minimum 
uece.ssary  standard,  stating  that  it  is  not 
uniformly  applied  across  covered 
entities. 

Despite  the  general  siqiport  for  the 
u.se  of  additional  jiiotected  health 
information,  a  small  minority  of 
commenters  ojipo.sed  allowing  the  use 
of  additional  protected  health 
information  to  target  fundraising  efforts, 
citing  privacy  concerns  with  doing  so. 
One  commenter  opjiosed  expanding  the 
information  that  could  he  u.sed  for 
fundraising  in  ca.ses  where  outside 
fuudraisiug  entities  are  u.sed,  including 
those  with  whom  the  covered  entity  has 
executed  business  associate  agreements. 

All  commenters  were  o])posi;d  to 
requiring  covered  entities  to  ])rovide  a 
])re-.solicitation  opt  out  to  individuals 
aud  stated  that  jiermittiug  individuals  to 
opt  out  in  the  first  fundraising 
communication  is  sufficient.  .Several 
commenters  noted  that  the  juopo.sed 
revision  to  the  notice  of  jirivacy 
practices  to  require  a  covered  entity  to 
inform  individuals  of  their  right  to  o])t 
out  of  receiving  fundraising 
communications  effectively  functions  as 
a  pre-solicitation  ojjl  out,  so  individuals 
who  wish  to  opt  out  of  receiving  suc.h 
commuuications  immediately  can  do  .so 
uj)on  receipt  of  the  notice. 

k’inal  Rule 

We  generallv  adopt  the  ])roposals  in 
the  final  rule,  as  well  as  allow  certain 
additional  types  of  protected  health 
information  to  he  used  or  disclo.sed  for 
fundraising  purposes. 

With  resjiect  to  the  commenters  who 
ex])re.s.sed  coidusion  over  what 
constitutes  a  fundraising 
conuuunic.ation,  we  enqihasize  that  the 
final  rule  does  nothing  to  modify  the 
ty|)es  of  communications  that  are 
currently  considered  to  he  for 
fundraising  purjio.ses.  A  communication 
to  an  individual  that  is  made  by  a 
covered  entity,  au  institutionally  related 
foundation,  or  a  business  associate  on 
behalf  of  the  covered  entity  for  the 
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])ur]){)se  of  raising  funds  for  the  covered 
entity  is  a  fundraising  coinnuinication 
for  j)nrpos(;s  of  ^  104.514(f).  Tlie 
D(!|)artinent  has  stated  that 
“||)|(!rnnssil)le  fundraising  activities 
include  a])peals  for  money,  sponsorship 
of  events,  etc.  They  do  not  include 
royalties  or  reinittanccjs  for  the  sale  of 
products  of  third  particjs  (except 
auctions,  rnminage  .sah;s.  etc.).”  See  05 
I'K  82718.  Additionally,  the  Privacy 
Rule  has  always  recjnired  that  such 
connnunications  contain  a  description 
of  how  the  individual  may  o))t  out  of 
receiving  further  fundraising 
communications  (J?  104.514(f)(2)(ii)). 

With  respect  to  the  projio.scHl 
rcuinirement  that  the  method  for  an 
individual  to  elect  not  to  rciceive  furth(;r 
fundraising  communications  should  not 
cause  the  individual  to  incur  an  undue 
burden  or  more  than  a  nominal  cost,  we 
generally  agree  with  the  commenters 
who  suggestcxl  that  the  final  rule  he 
flexible  and  not  prciscriptive.  IJndcu’  the 
final  rule,  covered  entiticjs  are  frcu;  to 
decide  what  methods  individuals  can 
use  to  opt  out  of  receiving  further 
fundraising  communications,  as  long  as 
the  chosen  methods  do  not  im])ose  an 
undue  burden  or  more  than  a  nominal 
cost  on  individuals.  Covenul  entities 
should  consider  the  use  of  a  toll-free 
])hone  numher,  an  email  address,  or 
similar  opt  out  mechanisms  that  provide 
individuals  with  simple,  (piick,  and 
inexpensive  ways  to  opt  out  of  receiving 
further  fundraising  communications. 
Covered  entities  may  em])loy  multiple 
opt  out  methods,  allowing  individuals 
to  determine  which  oj)t  out  method  is 
the  simple.st  and  most  convenient  for 
them,  ora  single  method  that  is 
reasonably  accessible  to  all  individuals 
wishing  to  o])t  ont. 

In  res])onse  to  commenters  who 
expressed  concern  about  the  cost  of 
setting  up  a  toll-free  ])hone  numher,  we 
clarify  that  covered  entities  may  recpiire 
individuals  who  wish  to  o])t  out  of 
further  fundraising  connnunications  to 
do  so  through  other  methods,  (e.g., 
through  the  use  of  a  local  phone 
numher),  where  appropriate,  as  long  as 
the  method  or  methods  adopted  do  not 
imi)ose  an  undue  hurden  or  cost  on  the 
individual.  We  encourage  covered 
entities  to  consider  the  size  of  the 
|)o])nlation  to  which  thev  are  sending 
the  connmmications,  the  geographic 
distrihution,  and  any  otlun'  factors  that 
may  helj)  determine  which  o])t  out 
method(s)  is  most  appropriate  and  lea.st 
hurdensome  to  individuals. 

We  continue  to  consider  recpuring 
individuals  to  write  and  .send  a  letter  to 
the  covered  entity  asking  not  to  receive 
further  fundraising  communications  to 
constitute  an  undiu!  hurden.  However, 


recpiiring  that  individuals  opt  out  of 
further  fundraising  communications  hv 
simply  mailing  a  pre-printed,  pre-paid 
po.stcard  would  not  con.stitute  an  undue 
hurden  under  the  final  rule  and  is  an 
appropriate  alternative  to  the  use;  of  a 
phone  numher  or  email  address. 

Regarding  the  .sco])e  of  the  o|)t  out,  the 
commenters  wen;  split  on  whether  the 
o])t  out  should  aj)j)ly  to  all  future 
fundraising  connnunications  or  to  a 
s])ecific  fundraising  cami)aign.  The  final 
ride  leaves  the  scope  of  the  opt  out  to 
the  cliscretion  of  covered  entities.  For 
those  covered  entities  that  expressed 
concern  about  the  ability  to  track 
campaign-specific  opt  outs,  they  have 
the  di.scretion  to  apply  the  opt  out  to  all 
future  fundraising  communications. 
Likewi.se,  those  covered  entities  that 
prefer,  and  have  the  ability  to  trac;k, 
campaign-specific  ojjt  outs  are  free  to 
ajjply  the  o])t  out  to  specific  fundraising 
campaigns  only.  Covenul  entities  are 
also  free  to  provide  individuals  with  the 
choice  of  opting  out  of  all  futun; 
fundraising  communications  or  jicst 
cam])aign-s])eciric  commnnications. 
Whatever  method  is  (!m])loved,  the 
communication  should  clearlv  inform 
individuals  of  their  o])tions  and  any 
con.setiuences  of  electing  to  opt  out  of 
further  fundraising  connnunications. 

Desi)ite  the  commenters  who  did  not 
support  the  strengthened  language  in 
the  NRRM  prohibiting  covered  entities 
from  sending  further  fundraising 
communications  to  tho.se  individuals 
who  have  already  opte{l  out.  the  final 
rule  adopts  this  provision  without 
modification.  While  many  commenters 
su])])orted  the  current  “rea.sonahle 
efforts”  standard  and  cited  several 
reasons  that  may  make  it  difficult  to 
attain  the  proposed  standard,  we  ado})t 
the  projjosed  standard  because  it  is 
consistent  with  the  statute  and  more 
protective  of  an  individual’s  right  to 
elect  not  to  receive  furtht:r  fundraising 
communications.  For  exam]5le.  some 
commenters  cited  lag  times  between  the 
creation  of  mailing  li.sts  and  the  receipt 
or  update  of  opt  out  lists  and  difficulty 
in  accurately  identifying  individuals  ou 
the  fundraising  lists  due  to  name 
changes  or  variations  and  multiple 
addres.ses.  These  issues  are  common  to 
the  management  of  the  medical  or 
hilling  records  and  effectuating 
revocations  of  authorization,  nujuests 
for  access,  and  other  general 
communications  between  the  entity  and 
the  individual.  We  expec.t  the  same  care 
and  attention  to  the  handling  of 
protected  health  information  in 
fundraising  connnunications  as  is 
nece.s.sary  for  the  projjer  handling  of  this 
information  in  all  other  health  care 
operations  performeil  by  the  covered 


entity.  Covered  entities  voluntarily 
choosing  to  send  fundraising 
communications  to  individuals  must 
have  data  manageammt  systems  and 
processes  in  place  to  timely  track  and 
(lag  those  individuals  who  have  ojited 
out  of  receiving  fundraising 
communications  to  ensure  that  they  are 
not  sent  additional  fundraising 
communications. 

The  majority  of  commenters 
su])|)orted  allowing  a  process  for 
individuals  who  have  opted  out  of 
receiving  further  fundraising 
communications  to  opt  hack  in  and  the 
final  rule  at  §  1 84.51 4(f)(2)(v)  permits 
covered  entities  have  one.  Like  the 
discretion  given  to  covered  entities 
r(!garding  the  methods  through  which 
an  individual  can  opt  out.  the  final  rule 
gives  covered  entities  the  discretion  to 
determine  how  individuals  should  he 
able  to  opt  hack  in.  For  examj)le,  a 
covered  entity  couhl  include  as  a  part  of 
a  routine  newsletter  sent  to  all  patients 
a  j)hone  numher  individuals  can  call  to 
he  put  on  a  fundraising  list. 

While  some  commenters  sugge.sted 
that  opt  outs  should  he  time  limited 
such  that  an  individual  automatically 
opts  hack  in  after  a  certain  period  of 
time,  we  do  not  believe  that  an 
individual's  election  not  to  receive 
further  fundraising  communications  is 
something  that  should  automaticallv 
lap.se.  Ilecause  the  individual  has 
actively  chosen  to  opt  out,  only  a 
similar  active  decision  by  the  individual 
to  opt  hack  in  will  suffice.  Additionally, 
where  an  individual  who  has  opted  out 
of  fundraising  communications  makes  a 
donation  to  a  covered  entity,  it  does  not 
ser\’e,  absent  a  sejjarate  election  to  ojjt 
hack  in.  to  automatically  add  the 
individual  hack  onto  the  mailing  list  for 
fundraising  communications. 

The  Privacy  Ride  currently  jiermits 
covered  entities  to  use  or  di.sclose  only 
demographic  information  relating  to  the 
individual  and  dates  of  health  care 
provided  to  the  individual  for 
fundraising  communications.  In 
r(!Sj)onse  to  several  commenters  who 
asked  for  clarification  regarding  the 
.sco])e  of  demographic  information,  the 
final  rule,  at  §  184.514(fl(l)(i),  clarifies 
that  demographic  information  relating 
to  an  individual  includes  names, 
addres.ses.  other  contact  information, 
age,  gender,  and  dates  of  birth.  Although 
much  of  this  information  was  listed  in 
the  preamble  to  the  2()()()  final  rule  (85 
FR  82718)  as  being  demographic 
information  with  resjiect  to  the 
fundraising  provisions,  we  have  added 
this  information  to  the  regulatory  text 
for  clarity.  Additionally,  we  have 
included  date  of  birth  as  demograjihic 
information,  in.stead  of  merely  age.  We 
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iHilieve  that  date  of  birth  may  he  useful 
to  covenul  entities  because  tluiv  an; 
more  likely  to  maintain  a  record  of  an 
individual's  date  of  birth,  rather  than 
his  or  her  static  age.  We  also  note  that 
the  2()()()  preamble  identifies  insurance 
.status  as  falling  within  tlie  category  of 
d(;mographic  information.  'I’lie  final  rule 
continues  to  allow  covered  entities  to 
use  or  disclose  information  about  an 
individual's  health  insurance  status  for 
fundraising  pur])o.ses:  however,  we  list 
this  category  of  information  separately 
in  the  regulatory  text,  as  we  do  not 
l)(;lieve  this  information  truly 
constitutes  demograjihic  information. 

In  addition  to  (iemogra])hic 
iid'ormation.  health  insurance  status, 
and  dates  of  health  care  jjrovided  to  the 
individual  (which  is  currently  permitted 
under  the  Rule),  this  final  rule  also 
allows  covered  entities  to  use  and 
disclose  department  of  service 
information,  treating  ])hysician 
information,  and  outcome  information 
for  fundraising  |)urj)oses.  The.se  three 
categories  of  information  were  most 
fr(;<piently  identified  by  commenters  as 
tlu;  most  n(;eded  for  covered  entities  to 
further  target  fundraising 
communications  to  appro|)riate 
individuals.  Although  we  do  not  define 
the.se  terms,  we  clarify  that  dejjartment 
of  service  information  includes 
information  about  tbe  general 
department  of  treatm(;nt,  sucb  as 
cardiology,  oncology,  or  pediatrics. 
Additionally,  we  clarifv  that  outcome 
information  includes  information 
n'garding  the  death  of  the  patient  or  any 
sub-optimal  resnlt  of  treatment  or 
.services.  In  ])ermitting  its  n.se  for 
fundraising  purjjoses.  we  intend  for  it  to 
be  used  by  the  covered  entity  it.self  to 
.screen  and  eliminate  from  fundraising 
.solicitations  those  individuals 
experiencing  a  .snb-o])timum  outcome, 
and  for  its  disclosure  to  a  busine.ss 
associate  or  institutionally  related 
foundation  only  when;  such  .screening 
function  is  done  by  those  parties.  We 
also  emjjhasize  that  as  with  any  n.se  or 
disclosure  under  the  Privacv  Ride,  a 
covered  entity  mu.st  aj)])ly  the  minimum 
nece.ssary  standard  at  §  184. .502(1))  to 
ensure  that  only  the  minimum  amount 
of  protected  health  information 
nece.s.sarv  to  accomplish  the  intended 
j)nrpo.se  is  used  or  disclosed. 

We  adoj)t  in  the  final  rule  the 
provision  j)rohibiting  the  conditioning 
of  treatment  or  payment  on  an 
individnal’s  choice  with  respect  to  the 
receipt  of  fundraising  commnnications. 
We  also  adoj)t  at  §  1 04.520(b)(1  )(iii)(A) 
the  requirement  that  the  notice  of 
privacy  practices  inform  individuals 
that  a  covered  entity  may  contact  them 
to  raise  funds  for  the  covered  entity  and 


an  individual  has  a  right  to  oi)t  out  of 
receiving  such  communications.  The 
final  rule  does  not  requin;  covered 
entiti(;s  to  .send  pre-solicitation  opt  outs 
to  individuals  prior  to  the  first 
fundraising  communication.  We  believe 
that  because  tbe  individual  will  bi;  on 
notice  of  tbe  opportunity  to  oj)t  out  of 
r(;ceiving  fundraising  communications 
through  thi;  notice;  of  privacy  i)ractices 
and  the  first  fundraising  communication 
itself  will  contain  a  clear  and 
conspicuous  opportunity  to  o])t  out, 
there  is  no  need  to  r(;(pnre  cover(;d 
entities  to  incur  the  additional  burden 
and  cost  of  sending  pre-solicitation  oj)t 
outs. 

Under  the  Privacy  Rule  fundraising 
communications  can  take  many  forms, 
including  communications  made  over 
the  ])hone.  D(;si)ite  the  fact  that  the 
lllTFCH  Act  refers  only  to  written 
fundraising  communications,  because 
the  Privacy  Rule  ap])lies  to 
communications  made  over  the  phone, 
we  believe  it  would  hi;  counterintuitive 
to  ap])ly  the  str(;ngthened  opt  out 
ri;quir(;ment  to  only  writt(;n  fundraising 
communications.  Ther(;for(;,  like 
fundraising  communications  made  in 
writing,  cov(;red  entities  that  make 
fundraising  communications  over  the 
phone  must  clearly  inform  individuals 
that  they  have  a  right  to  opt  out  of 
further  solicitations.  Accordingly,  to 
make  clear  that  the  opt  out  r(;(]uiremeut 
a])plii;s  to  fundraising  solicitations 
made  over  the  phone,  the  final  rule 
provides  that  the  opt  out  r(;(purement 
apj)lies  to  each  fundraising 
conmumication  “made”  rather  than 
“sent”  to  an  individual. 

We  also  emphasize  that  tlu;  notice  and 
o])t  out  requirements  for  fundraising 
communications  apply  only  where  the 
covered  entity  is  using  or  ilisclosing 
])rotected  health  information  to  target 
the  fundraising  communication.  If  the 
covered  entity  does  not  n.se  ])rotected 
health  information  to  .s(;nd  fundraising 
materials,  then  the  notice  and  opt  out 
r(;(iuirenu;nts  do  not  apj)ly.  For 
example,  if  a  covered  (;ntity  u.ses  a 
j)ublic  directory  to  mail  fundraising 
communications  to  all  residents  in  a 
particular  g(;ograi)hic  .service;  area,  the 
notice  and  oj)t  out  r(;quir(;ment.s  an;  not 
ap])licable. 

Response;  te)  Other  Publie:  (;omme;nts 

(.'oiiiiiiniit:  A  fe;w  e;e)nnne;nte;rs 
.sugge;.ste;el  that,  te)  be;tte;r  pre)te;e:t  an 
inelivielual’s  })rivae;y,  partieadarly  whe;re; 
sensitive  he;alth  inlbrmation  may  be; 
nse;ii  to  targeit  seelicitatienis,  the;  final  rule; 
shoulel  re;eiuire;  an  e)})t  in  |)i'e)e:e;s.s  rathe;r 
than  tin  eept  out  ])re)ea;.ss  for  eaensenting 
te)  fnnelraising  e:ommunie;iitie)ns. 


Hasponsfi:  We;  eleedine  te)  re;eiuire;  an 
e)pt  in  pre)e;e;ss.  The;  HITFCdl  Ae:t  eliel  ne)t 
re;])lae:e;  the;  right  te;  eipt  e)ut  of 
fnnelraising  e:e)mmunicatie)ns  with  an 
e)])t  in  pre)e:e;.ss.  Further,  we;  e:ontinue;  te) 
believe;  that  the;  e)])t  e)ut  pre)e;e;.ss. 
j)artie:ularlv  as  it  has  been  .strengtbeneel 
by  tbe;  mfliCH  Act  anel  this  final  rule, 
provieles  inelivieluals  with  appre)|)riate; 
e:e)ntre)l  e)ve;r  the;  use;  e)f  their  informatie)n 
fe)r  the;.se;  ])urpe)se;s. 

(Jonnnont:  One;  e:onnne;nte;r  askeel  that 
if  an  inelivielual  e)])t.s  e)ut  e)f  re;e;e;iving 
further  fnnelraising  e:e)mmunicatie)ns 
through  a  maileel  e:e)nnnunie;atie)n,  mu.st 
the  i:e)ve;re;el  entity  alsei  remeeve  the 
inelivielual’s  name;  from  the;  list  through 
whiedi  the  e:ove;re;el  entity  senels  email 
fnnelraising  eaemmunications,  e)r  mu.st 
the;  inelivielual  e)pt  out  of  re;e:e;iving  sue;h 
eanail  e:onununie:atie)n.s  sepeirately. 

Heisponsf;:  A  e:e)ve;re;el  entity  may 
edioeise  to  proviele;  inelivieluals  with  the; 
eippeertunity  te)  .se;le;ct  their  ])re;ferre;el 
me;the)el  fe)r  ree:e;iving  fundraising 
e;e)nnnunie;atie)n.s.  If  an  inelivielual  e;lea:ts 
te)  e)pt  e)ut  of  future;  fnnelraising 
e:e)mmnnie:ations,  then  the;  e)j)t  out  is 
e;ffe;e:tive  ibr  all  Ibrins  of  fnnelraising 
e:e)nnnnnie:atie)ns.  Thus,  the;  inelivielual 
mu.st  be;  re;me)ve;el  freein  all  sue;!)  lists. 

8.  Se;e:tie)n  184. 520 — Notie:e;e)f  Privae.y 
Prae:tie;e;s  ibr  Pre)te;e:te;el  Healtb 
Inibrmation 

Pro])e).se;el  Rule; 

Se;e:lie)n  184.520  of  the;  Privae:y  Rule; 
sets  out  the;  re;quire;ment.s  for  most 
e;e)ve;re;el  e;ntitie;,s  te)  have;  anel  eli.stribute; 
a  ne)tie:e;  of  privae.y  i)rac:tie:e;.s  (NPP).  The 
NPP  must  eleseaibe;  the;  u.se;,s  anel 
elise:le)sure;.s  of  pre)te;e;te;el  he;alth 
information  a  ce)ve;re;el  entity  is 
j)e;rmitte;el  to  make,  the  e:ove;re;d  entity’s 
le;gal  elntieas  anel  ])rivae;y  ])rae;tie:i;s  with 
respeed  to  proteadeel  heailth  information, 
anel  the;  inelividual’s  rights  ea)ne:e;rning 
pre)teadeel  heailth  information. 

Seadion  184.520(b)(l)(ii)  re;qnire;.s  a 
e:ove;re;el  entity  to  inednele  se;])arate; 
statements  abe)nt  pe;rmitteel  uses  anel 
eliscle)sure;s  that  the;  e:overe;d  entity 
inte;nel.s  te)  make,  inclneling  u.se;.s  anel 
eli.se:le).sure;.s  for  e:e;rtain  tre;atme;nt. 
])ayme;nt,  e)r  he;alth  eaire;  e)j)e;rations 
pnrpo.ses.  Further,  4?  184.520(b)(l)(ii)(F) 
eairrently  reapiires  that  the;  NPP  ea)ntain 
a  .statement  that  any  u.se;s  anel 
elisedeisures  e)the;r  than  the).se;  permitteal 
by  the;  Privacy  Rule;  will  be;  maele;  e)nly 
with  the;  written  autheirization  of  the; 
inelivielual,  anel  that  the;  inelivielual  has 
the;  right  te)  re;voke;  an  authorizatie)n 
pursuant  to  ^  184.508(b)(5). 

We  ])re)pe)se;el  te;  amenel 
S  184.520(b)(l)(ii)(E)  te)  re;quire  that  the; 
NPP  ele;.seaabe  the  nse;s  anel  elise;le).sure;.s 
of  j)re)teade;ei  he;alth  information  that 
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nuiuire  an  authorization  under 
§  104. 308(a)(2)  tlirougli  (a)(4)  (i.e., 
including  a  statement  that  most  uses 
and  di.sclosnres  of  p.sycliotlierapy  notes 
and  of  protected  liealth  information  for 
marketing  pnrpo.ses  and  tlie  sale  of 
protected  health  information  recpiire  an 
authorization),  and  i)rovide  that  other 
u.ses  and  disclosures  not  descrihiul  in 
the  notice;  will  he  made  only  with  the 
individual’s  authorization. 

Section  104.52()(h)(l)(iii)  requires  a 
covered  entity  to  include  in  its  NPF 
.separate  statements  about  certain 
activities  if  the  covered  entity  intends  to 
engage  in  any  of  the  activities.  In 
l)articular,  I(i4.320(h)(l)(iii)  reepures  a 
.separate  statement  in  the  notice  if  the 
covered  entity  intends  to  contact  the 
individual  to  j)rovide  appointment 
reminders  or  information  about 
treatment  alternatives  or  other  health- 
related  benefits  or  .services:  to  contact 
the  individual  to  fundraise  for  the 
covered  entity:  or.  with  res|)ect  to  a 
group  health  ])lan,  to  disclo.se  |)rotected 
h(;alth  information  to  the  plan  sponsor. 

First,  with  re.sjject  to  this  ])rovision, 
the  NPRM  propo.sed  to  modify 
§  l(i4.52()(t))(l)(iii)(A)  to  align  the 
reepdred  statement  with  the  propo.sed 
modifications  related  to  marketing  and 
.subsidized  treatment  communications. 
The  provision  would  have  reepdred  a 
covered  health  care  provider  that 
intemls  to  send  treat meid 
communications  to  individuals  and  has 
received  financial  remuneration  in 
exchange  for  making  the 
communication  to,  in  its  NFF.  notifv 
individuals  of  this  intention  and  to 
inform  them  that  they  can  opt  out  of 
receiving  such  communications. 

Second,  at  §  l(i4.520(h)(l)(iii)(13)  we 
pro|)o,sed  to  retpnre  that  if  a  covered 
entity  intends  to  contact  the  individual 
to  raise  funds  for  the  entity  as  jjermitted 
under  §  1()4.314(1](1).  the  covered  entity 
iniKst  not  only  inform  the  individual  in 
the  NFF  of  this  intention  hut  akso  must 
inform  the  individual  that  he  or  she  has 
the  right  to  opt  out  of  receiving  such 
communications. 

Section  lh4.52()(h)(l  )(iv)  reepnres  that 
the  NPP  contain  .statements  regarding 
the  rights  of  individuals  with  resjiect  to 
their  protected  health  information  and  a 
brief  de.scription  of  how  individuals 
may  exercise  such  rights.  S(;ction 
1()4.52()(h)(l)(iv)(A)  currently  requires  a 
.statement  and  a  brief  de.scription 
addressing  an  individual’s  right  to 
n;(pie.st  restrictions  on  the  uses  and 
disclosures  of  protected  health 
information  jjursuant  to  §  184. 322(a), 
including  the  fact  that  the  covered 
entity  is  not  required  to  agree  to  this 
recpiest. 


The  NPRM  projjosed  to  modify 
§  l(i4.320(l))(l)(iv)(A)  to  require  a 
statement  ex])laining  that  the  covered 
entity  is  reepdred  to  agree  to  a  recpie.st 
to  restrict  disclosure;  of  protected  h(;alth 
information  to  a  health  plan  if  the 
disclosure  is  for  payment  f)r  health  care 
op(;ration.s  and  j)ertain.s  to  a  health  care 
item  or  service  for  which  the  individual 
has  paid  out  of  j)ocket  in  full,  as 
provided  at  §  l(i4.322(a)(1  )(vi). 

Under  Suhpart  D  of  Part  184,  covered 
entities  now  havi;  new  breach 
notification  obligations.  \V(;  requested 
comment  on  whether  the  Privacy  Rule 
should  reepdre  a  specific  statement 
regarding  this  new  l(;gal  duty  and  what 
particular  aspects  of  this  new  duty 
would  he  imjjortant  for  individuals  to 
he  notified  of  in  the  NPP. 

The  NPRM  stat(;(l  that  modifications 
to  S  184.320  woidd  rejiresent  material 
changes  to  covered  entities’  NPPs. 
Section  184.320(h)(3)  reqvures  that  when 
there  is  a  material  change  to  the  NPP, 
c:ov(;r(;d  entities  must  jiromjdly  revise 
and  distribute  the  NPP  as  outlined  at 
§  184.320(c).  Section  184.320(c)(1)(i)(C) 
r(;cpdres  that  health  plans  provide  notice 
to  individuals  covered  by  the  plan 
within  80  days  of  any  material  revision 
to  the  NPP.  Becau.se  we  acknowledged 
that  revising  and  redistributing  a  NPP 
may  he  co.stly  for  health  plans,  we 
recpiested  comment  on  ways  to  inform 
individuals  of  this  cliange  to  ])rivacy 
j)ractices  without  unduly  burdening 
health  plans.  We  recpiested  comment  on 
options  for  informing  individuals  in  a 
timely  manner  of  this  ])ropo.sed  or  other 
material  changes  to  the  NPP.  We  also 
r(;que.sted  comment  on  this  issue  in  the 
propo.sed  changes  to  the  Privacy  Rule 
pursuant  to  the  Genetic  Information 
Nondiscrimination  Act  (GINA),  as 
discussed  below  in  Section  VI.  In 
particidar,  the  De])artm{;nt  requested 
comment  on  the  following  options:  (1) 
Re])lace  the  (iO-day  r(;(]iurem(;nt  with  a 
reejuirement  for  health  plans  to  revi.se 
their  NPPs  and  redistribute  them  (or  at 
least  notify  memhi;r.s  of  the  material 
change  to  the  NPP  and  how  to  obtain 
the  revised  NPP)  in  their  next  annual 
mailing  to  m(;mher.s  after  a  material 
revision  to  the  NPP,  such  as  at  the 
beginning  of  the  j)lan  year  or  during  the 
open  enrollment  j)erio(l:  (2)  provide  a 
.specifi(;(l  delay  or  extension  of  the  80- 
day  timeframe  for  health  plans  (3)  retain 
the  provision  generally  to  reepure  health 
])lan.s  to  provide  notice  within  80  days 
of  a  material  revision  hut  j)rovi(ie  that 
the  Secretary  will  waive  the  80-(lay 
timeframe  in  cases  where  the  timing  or 
substance  of  modifications  to  the 
Privacy  Rule  call  for  such  a  waiver:  or 
(4)  make  no  change  and  thus,  require 
that  health  |)lan.s  that  perform 


underwriting  provide  notice  to 
individuals  within  80  days  of  the 
material  change  to  the  NPP  that  would 
he  retjuired  by  this  propo.s(;d  rule.  The 
Department  recpiested  comment  on 
these  options,  as  w(;ll  as  anv  other 
options  for  informing  individuals  in  a 
tinielv  manner  of  material  changes  to 
the  NPP. 

Section  184.320(c)(2)(iv)  re(|uire.s  that 
when  a  health  care  provider  with  a 
direct  tr(;atment  relationshij)  with  an 
individual  revises  the  NPP,  the  health 
care  provider  must  make  the  NPP 
available  upon  reque.st  on  or  after  the 
effective;  date  of  the  revision  and  must 
comply  with  the  reepurements  of 

184.320(c)(2)(iii)  to  have  the  NPP 
available  at  the  delivery  site  and  to  jiost 
the  notice  in  a  clear  and  prominent 
location.  We  did  not  proj)ose  changes  to 
the.se  j)rovisions  because  we  did  not 
believe  the.se  recpdremeids  to  he  overly 
hurtlensome  hut  we  requested  comment 
on  the  issue. 

Overview  of  Public  Gomments 

W(;  r(;ceive(l  several  comments 
expressing  support  for  the  jiroposed 
requirement  that  the;  NPP  include  a 
.statement  about  the  u.ses  and 
disclosures  that  reepure  authorization. 
However,  other  commenters  opposed 
this  reepiirement.  arguing  that  hecau.se 
not  all  uses  and  disclosures  will  apply 
to  every  individual,  the  statement  will 
cause  coidusion  and  unnecessary 
concern.  Additionallv.  the.se 
commenters  argued  that  the  cost  of 
listing  all  of  the  situations  retpiiring 
authorization  would  he  significant. 

We  receiv(;d  s(;veral  comments  in 
supjjort  of  the  jjroposed  retpiirement 
that  the  NPP  include  a  specific 
statement  about  authorization  for  uses 
and  di.sclosnres  of  ])sychothera])y  notes. 
Some  of  these  commenters  recpie.st ed 
that  the  final  rule  recpiirc;  co\'en;d 
providers  to  describe  in  their  NPPs  their 
recordkeeping  practic(;s  with  rc;gard  to 
p.sychotheraj)y  notes  and  how  those 
})ractice.s  affcet  what  information  can  be 
u.sed  and  disclo.sc;d.  S(;veral  connnc;nt(;r.s 
argu(;d  that  only  covered  entities  that 
record  p.svchothc;raj)y  notes  should  he 
requir(;d  to  include  a  .statement  about 
the  authorization  requir(;ment  for 
psychotherapy  not(;.s  in  their  NPPs. 

VVe  also  r(;ceiv(;d  several  comments 
expressing  concern  mgarding  the 
jnopo.sed  r{;quirement  to  include 
information  in  the  NPP  about  the; 
individual’s  right  to  opt  out  of  r(;ceiving 
c(;rtain  communications.  Th(;.se 
commenters  argued  that  information 
notifying  individuals  that  they  could 
opt  out  of  r(;ceiving  further  subsidized 
trc;atment  or  fundraising 
communications  would  jirovide  little 
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value  to  individuals  at  a  significant  cost 
to  covenul  entities.  'Phese  connnenters 
felt  that  including  this  information 
would  he  nnneces.sarv  because  all 
subsidized  treatment  and  fundraising 
communications  them.selves  will 
include  an  opt-out  mechanism,  and  as 
.such,  including  the  information  in  the 
NIM’  mav  cause  unnecessary  concern  for 
consumers. 

We  rec(Mved  om;  comment  in  sup])ort 
of  the  requirement  to  include  in  the  Nl’F 
a  statement  about  an  iudividual's  right 
to  restrict  certain  uses  and  di.sclosures 
of  protected  health  information  if  the 
individual  jiays  for  treatment  or  services 
t)ut-of-pocket  in  full.  We  also  received 
one  comment  sugge.sting  that  only 
health  care  providers  should  he  recpnred 
to  include  such  a  statement  in  their 
NPP. 

We  received  a  numher  of  comments 
supporting  a  re(]uirement  to  include  a 
statement  in  the  NPP  about  the  right  to 
Iki  notified  following  a  hniach  of 
unsecured  j)rotected  health  information. 
One  commenter  suggested  that 
exjjlaining  breach  notification 
re(|uirements  in  the  NPP  would  help 
entities  handle  customer  service  issues 
that  arise  when  customers  become  up.set 
upon  receipt  of  such  a  breach 
notification.  However,  a  numher  of 
other  commenters  ex])ressed  opposition 
to  this  proposal  due  to  concern  that 
such  a  statement  would  cause 
uuuecessarv  concern  and  fear  among 
individuals  who  may  believe  that 
covered  entities  cannot  a])i)ropriately 
secure  their  protected  health 
information.  Finailv.  we  reccnved  one 
comment  requesting  that  HH,S  specify 
the  nujuinul  elements  of  a  breach 
notification  .statement  for  a  NPP. 

We  also  rectnved  several  comments 
arguing  that  the  j)ro])osed  changes 
should  not  constitute  material  changes 
to  j)rivacy  practices  retjuiring  a  new 
NPP.  particularly  where  covered  entities 
have  already  revised  their  NPPs  to 
comjily  with  the  H1TE(]H  Act  or  State 
law  refjuirements.  Two  additional 
commenters  argued  that  each  covered 
entity  should  determine  whether  a 
change  is  material  or  not,  depending  on 
its  existing  privacy  j)ractices. 

We  received  a  numher  of  comments 
regarding  the  aj)|)ro])riate  timing  and 
manner  for  distributing  new  NPPs.  The 
majority  of  the  comments  received 
generally  fell  into  three  categories:  (Ij 
.Sup])ort  fora  nupiirement  to  revise  and 
distribute  notices  within  (it)  davs  of  a 
material  change;  (2}  a  njcommendation 
for  HHS  to  recjuire  that  covered  entities 
j)romptly  ])ost  a  revised  NPP  on  their 
W(!h  site  in  conjunction  with  a 
r(!(iuirement  to  .send  a  notice;  of  the 
change  by  mail  within  a  specified 


period;  and  (3)  a  reejuest  for  HHS  to 
extend  the  compliance  deadline  and 
permit  the  distribution  of  the  reviseel 
NPP  through  a  (piarterly  newsletter, 
annual  mailing,  after  18  months  of 
transition,  or  in  a  triennial  mailing.  In 
addition,  many  comment(;rs  supported 
el(;ctronic  distribution  of  an  NPP  or  a 
notice  of  material  changes  to  the  NPP. 

While  not  |)ro])os(;d,  some 
comment(;rs  suggested  (;liminating  or 
alternatives  to  the  cmT(;nt  r(;(]uiremenls 
for  health  care  providers  with  direct 
treatm(;nt  relationshii)s  to  hand  the  NPP 
to  every  individual  patient  and  make  a 
good  faith  attempt  to  obtain 
acknowledgement  t)f  receipt. 

A  few  comment(;rs  al.so  expressed 
conc(;rn  regarding  thi;  cost  burden 
a.ssociated  with  revising  and 
distributing  a  new  NPP.  due  comment(;r 
argued  that  considerations  of  cost  do  not 
justifv  a  delay  in  distributing  a  r(;vised 
NPP.' 

Final  Rule 

F'irst,  the  final  rule  adojjts  the 
modification  to  1 84. 520(1)1(1  )(ii)(F), 
which  recjuires  certain  statements  in  the 
NPP  regarding  uses  and  disclosures  that 
re(]uire  authorization.  We  note  that, 
contrarv  to  .some  commenter  concerns, 
the  final  rule  does  not  reejuire  the  NPP 
to  include  a  list  of  all  situations 
re(piiring  authorization.  Instead,  the 
NPP  must  contain  a  statement 
indicating  that  most  u.ses  and 
disclosures  of  psychotherapy  notes 
(where  appro])riate),  u.ses  and 
disclosures  of  protected  health 
information  for  marketing  purposes,  and 
disclosures  that  constitute  a  .sale  of 
])n)tected  health  information  reijuire 
authorization,  as  well  as  a  statement 
that  other  uses  and  disclosures  not 
de.scrihed  in  the  NPP  will  he  made  only 
with  authorization  from  the  individual. 

The  final  rule  does  not  reejuire  the 
NPP  to  include  a  de.scription  of  a 
covered  entity’s  recordkee])ing  practicies 
with  resj)ect  to  j)syc;hothera])y  notes; 
however,  covered  entities  are  free  to 
include  such  additional  information  in 
their  NPP  if  they  choo.se.  Additionallv, 
in  resj)onse  to  recpiests  hv  some 
commenters,  we  clarify  that  covered 
entities  that  do  not  record  or  maintain 
])sychotheraj)y  notes  are  not  reciuired  to 
include  a  statement  in  their  NPPs  about 
the  authorization  recjuirement  for  u.ses 
and  disclosures  of  psychotherapy  notes. 

.Second,  because  the  final  rule  treats 
all  subsidized  treatment 
communications  as  marketing 
communications,  we  have  not  adopted 
the  pro])o.sal  to  require  a  statement  in 
the  NPP  about  such  communications 
and  the  ability  of  an  individual  to  opt 
out.  For  further  discussion  on  the 


decision  to  treat  all  subsidized 
treatment  comnumicatit)n.s  as  marketing 
communications  recpiiring  an 
authorization,  please  see  the  above 
discussion  regarding  §  1()4.5()1. 

The  final  rule,  however,  adopts  the 
])ro|)osed  re(|uirement  for  a  statement  in 
the  NPP  regarding  fundraising 
communications  and  an  individual's 
right  to  opt  out  of  receiving  such 
communications,  if  a  covered  entity 
intends  to  (X)ntact  an  individual  to  raise 
funds  for  the  covered  entity.  Pecau.se 
individuals  will  he  provided  the 
opportunity  to  o|)t  out  of  fundraising 
communications  with  each  solicitation, 
the  final  rule  does  not  re(|uire  the  NPP 
to  include  the  mechanism  for 
individuals  to  opt  out  of  receiving 
fundraising  communications,  although 
covered  entities  are  free  to  include  such 
information  if  they  c:hoo.se  to  do  so. 

The  final  rule  al.so  adopts  the 
pro])osal  that  the  NPP  inform 
individuals  of  their  new  right  to  restrict 
certain  disclosures  of  protected  health 
information  to  a  health  plan  where  the 
individual  pays  out  of  pocket  in  full  for 
the  health  care  item  or  .service.  Oulv 
health  care  ])rovider.s  are  recpiired  to 
include  such  a  statement  in  the  NPP; 
other  covered  entities  mav  retain  the 
existing  language  indicating  that  a 
covered  entity  is  not  required  to  agree 
to  a  reciuested  restriction. 

The  final  rule  also  reciuires  covered 
entities  to  include  in  their  NPP  a 
statement  of  the  right  of  affected 
individuals  to  he  notified  following  a 
breach  of  un.secured  ju'otected  health 
information.  We  believe  that  individuals 
should  he  informed  of  their  right  to 
receive  and  the  obligations  of  covered 
entities  to  provide  notification  following 
a  breach.  \Ve  disagree  with  the 
commenters  who  argued  that  such  a 
.statement  would  cause  individuals 
unnece.ssarv  concern  and  woidd  create 
unfounded  fear  that  covered  entities 
cannot  appro])riately  secure  protected 
health  information.  .Such  advance  notice 
of  their  rights  .should  ])rovide  helpful 
context  for  individuals  should  they  later 
receive  a  breach  notification.  In 
response  to  comments,  we  also  clarify 
that  a  simple  statement  in  the  NPP  that 
an  individual  has  a  right  to  or  will 
receive  notifications  of  breaches  of  his 
or  her  un.secured  protected  health 
information  will  suffice  for  puri)ose.s  of 
this  re(]uirement.  We  do  not  intend  for 
this  reciuirement  to  add  undue 
com|)lexity  or  length  to  a  covered 
entity’s  NPP.  Thus,  the  statement  need 
not  be  entity-si)ecific,  such  as  by 
describing  how  the  c:overed  entity  will 
conduct  a  risk  as.sessment,  include  the 
regulatory  descriptions  of  “breach”  or 
“unsecured  PHI,”  or  describe  the  types 
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of  information  to  l)o  provided  in  the 
actual  l)reach  notification  to  the 
individual.  However,  covenul  entities 
that  wish  to  include  additional  or  more 
detailed  information  mav  do  so. 

I’he.se  changes  r(;j)re,sent  material 
changes  to  the  NPP  of  covered  entities. 
We  disagree  with  the  few  commenters 
who  argued  that  such  modifications  to 
§  104. 520  do  not  constitute  mat(n'ial 
changes  of  j)rivacy  j)ractices  re(|niring 
the  distrihution  of  new  NFPs.  The 
modifications  to  §  104.520  are 
significant  and  are  important  to  (msure 
that  individuals  are  awan;  of  the 
lllTECiH  Act  changes  that  affect  ])rivacv 
])rotectlons  and  individual  rights 
regarding  jnotected  health  information. 

Section  104.520(c)(1)  of  the  final  rule 
recpdnis  a  health  j)lan  that  currently 
|)osts  its  NPP  on  its  Web  site  in 
accordance;  with  §  104.520(c)(3)(i)  to:  (1) 
Prominently  post  the  material  change  or 
its  revised  notice  on  its  weh  site  hy  the 
(;ff(;ctive  date;  of  the  material  change  to 
the  notice  (e.g.,  the  compliance  date  of 
this  final  rule)  and  (2)  provide  the 
r(;vised  notice,  or  information  about  the 
mat(;rial  change  and  how  to  obtain  the 
revised  notice,  in  its  next  annual 
mailing  to  individuals  then  cover(;d  hy 
the  plan,  such  as  at  the  hc;ginning  of  the 
])lan  year  or  during  the  open  enrollment 
pi;riod.  H(;alth  plans  that  do  not  have 
customer  s(;rvice  weh  sites  are  reejuired 
to  provide  the  r(;vi.sed  NPP,  or 
information  about  the  material  change 
and  how  to  obtain  the  r(;vi.sed  notice,  to 
individuals  t:overed  by  the  plan  within 
(iO  days  of  the  material  r(;vision  to  the 
notice.  The.se  reejuirements  a];j)ly  to  all 
material  changes  including,  wh(;re 
ai)plicahle,  the  rule  change  adoptc;d 
jjursuant  to  GINA  to  prohibit  most 
h(;alth  plans  from  using  or  di.sclosing 
genetic  information  for  underwriting 
j)urposes. 

We  believe  the.se  distribution 
re(]uir(;ment.s  h(;st  balance  the  right  of 
individuals  to  be  informed  of  their 
privacy  rights  with  the  burden  on  health 
j)lans  to  provide  the  rc;vi.sed  NPP.  We 
abso  note  that  h(;alth  })lans  should 
provide  both  ])aj)er-  and  web-based 
notices  in  a  way  accessible  to  all 
beneficiaries,  including  those 
individuals  with  disabilities.  These 
modifications  provide  an  avenue  for  an 
individual  to  be  informed  of  material 
changes  uj)on  their  effective;  date  while 
b(;tter  aligning  the  NPP  distrihution 
with  health  plans’  normal  mailings  to 
individuals. 

For  health  care  providers,  the  final 
rule  does  not  modify  the  current 
n;(|uirements  to  distribute  revisions  to 
the  NPP.  As  such.  §  l(i4.52()(c)(2)(iv) 
r(;(iuires  that  when  a  health  care 
])rovider  with  a  direc:t  treatment 


relationshi])  with  an  individual  revises 
the  NPP,  the  luealth  care  provider  must 
make  the  NPP  available  upon  recpiest  on 
or  after  the  effective  date  of  the  revision 
and  must  c:om])ly  with  the  re(iuirements 
of  §  l()4.52()(c)(2)(iii)  to  have;  tin;  NPP 
available  at  the  delivery  site  and  to  post 
the  notice  in  a  clear  and  i)rominent 
location.  In  respon.st;  to  several 
comments  expressing  concern  about 
])rinting  costs  for  new  NPPs,  we  clarify 
that  |)roviders  are  not  r(;(]uir(;d  to  i)rint 
and  hand  out  a  revi.sed  NPP  to  all 
individuals  seeking  treatment;  providers 
must  ])ost  the  revised  NPP  in  a  clear  and 
prominent  location  and  have  c:opi(;s  of 
the  NPP  at  the  deliv(;ry  site  for 
individuals  to  r(;(pie.st  to  take  with  them. 
Providers  are  only  re(|uired  to  give  a 
co])y  of  the  NPP  to,  and  obtain  a  good 
faith  acknowledgment  of  receipt  from, 
new  j)atients.  As  a  result,  we  do  not 
believe  that  the  current  retjuirement  is 
overly  burdensome  to  ])roviders,  nor  is 
it  overly  costly.  We  also  clarify  that 
while  health  care  ])roviders  are  recpiired 
to  post  the  NPP  in  a  clear  and 
prominent  location  at  the  delivery  siti;. 
providers  may  po.st  a  summarv  of  the 
notice  in  such  a  location  as  long  as  the 
full  notice  is  immediately  available 
(such  as  on  a  table  dir(;ctly  under  the 
po.sted  summarv)  for  individuals  to  pick 
uj)  without  anv  additional  burden  on 
their  jiart.  It  would  not  be  approi)rlate, 
however,  to  re(iuire  the  individual  to 
have  to  ask  the  receptionist  for  a  co])V 
of  the  full  NPP. 

To  th(;  extent  that  st)nie  covered 
entities  have  already  revi.sed  their  NPPs 
in  resj)onse  to  the  enactment  of  the 
HlTEGll  Act  or  State  law  r(;(purements, 
we  clarify  that  as  long  as  a  covered 
entity’s  current  NPP  is  consistent  with 
this  final  rule  and  individuals  have  been 
informed  of  all  material  revisions  made 
to  the  NPP,  the  covered  entity  is  not 
recpiired  to  revise  and  distribute  another 
NPP  uj)on  j)ublication  of  this  final  rule. 
Finally,  we  note  that  to  the  extent  a 
covered  entity  is  r(;{iuired  to  comjdy 
with  Section  504  of  the  Rehabilitation 
Act  of  1973  or  the  Americans  with 
Di.sabilities  Act  of  1990,  the  covered 
entity  has  an  obligation  to  take  steps 
that  may  be  necessary  to  (;nsure 
effective  communication  with 
individuals  with  disabilities,  which 
could  include  making  the  revised  NPP 
or  notice  of  material  changes  to  the  NPP 
available  in  alternate  formats,  such  as 
Braille,  large  print,  or  audio. 

Respon.se  to  Other  Public  (Comments 

(MinniHiil:  One  commenter  expressed 
concern  about  the  addition  of  more 
information  to  the  NPP  when  it  is 
already  very  long  and  complex,  while 
several  commenters  recommended  that 


the  final  rule  require  NPPs  to  be 
.shortened,  simjjlified,  and  written  in  a 
clear,  easily  understandable  manner.  In 
addition,  while  a  few  commenters 
suggested  that  HHS  ])rovide  a  .sample  or 
.standard  NPP.  many  more  commenters 
recpiested  flexibility  in  developing  the 
content  of  their  resnective  NPPs. 

lU^sponse:  We  b(;li(;v(;  that  the 
additions  to  the  NPP  recpiired  hv  the 
final  rule  are  necessary  to  fully  inform 
individuals  of  the  cover(;d  entity’s 
privacy  jiractices  and  their  rights.  Tin; 
NPP  .should  be  provided  in  a  clear, 
concise,  and  easy  to  understand 
manner,  and  we  clarify  that  covered 
entities  may  use  a  "layered  notice”  to 
implement  the  Rule’s  provisions,  so 
long  as  the  elements  required  at 

104.520(1))  are  included  in  the 
document  that  is  provided  for  the 
individual.  For  examj)le.  a  covered 
entity  may  satisfy  the  NPP  provisions  hv 
providing  the  individual  with  both  a 
.short  notice  that  briefly  summarizes  the 
individual’s  rights,  as  well  as  other 
information,  and  a  longer  notice, 
layered  beneath  the  short  notice  that 
contains  all  the  elements  required  hv 
the  Rule.  Additionally,  the  Privacy  Rule 
re(piires  that  the  NI’P  be  written  in  j)lain 
language,  and  w(;  note  that  some 
covered  entities  may  have  obligations 
under  other  laws  with  respect  to  their 
communication  with  affected 
individuals.  For  example,  to  the  extent 
a  covered  entity  is  obligat(;d  to  comj)ly 
with  Title  VI  of  the  Givil  Rights  Act  of 
1994,  the  covered  entity  must  take 
rea.sonahle  stej)s  to  ensure  meaningful 
acce.ss  for  Limited  English  Proficient 
per.sons  to  the  services  of  the  covered 
entity,  which  could  include  translating 
the  NPP  into  frecpiently  encountered 
languages.  In  addition,  we  agree  with 
the  commenters  who  suggested  that 
covered  entities  have  flexihilitv  and 
discretion  to  determine  how  to  draft  and 
pre])are  their  NPPs.  Because  each  NPP 
will  vary  based  on  the  functions  of  the 
individual  covered  entity,  there  is  no 
“one  size  fits  all”  a])proach.  However, 
we  continue  to  ex])iore  options  for 
making  model  or  he.st  practice  language 
available. 

(A)nuii(^ni:  One  commenter  recpiested 
eliminatit)!)  of  the  r(;(]uirement  that 
covered  entities  obtain  agr<;ement  from 
individuals  (an  opt  in)  before  electronic 
distribution  while  another  commenter 
rerpiested  that  HHS  c;larify  that  a 
covered  entity  may  obtain  an  electronic 
agreement  from  an  individual  to  receive 
an  NPP  electronically. 

Hcspnnsfi/Yhv,  Privacy  Rule  permits 
covered  entities  to  distribute  their  NPPs 
or  notices  of  material  changes  by  email, 
provided  the  individual  has  agreed  to 
receive  an  electronic  coj)y.  Although 
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internet  access  is  a  convenience  of  daily 
life  for  many  individuals,  maintaining 
the  oj)t-in  retjuirement  ensures  that 
individuals  who  are  not  able  to  or 
choose  not  to  receive  information 
eUM:tronically  are  fully  informed  of  how 
their  protectetl  health  information  is 
Iming  u.sed  and  disclosed  and  of  their 
individual  rights  with  respect  to  this 
information.  We  clarify  that  agreement 
to  receive  electronic  notice  can  he 
obtained  electronically  pursuant  to  the 
nupdrements  at  §  104. 520(c)(8). 

9.  Section  1  (>4. 522(a) — Right  To  Rtuiuest 
a  Restriction  of  Uses  and  Disclosures 

Section  104.522(a)  of  the  Privacy  Rule 
nuiuires  covered  entities  to  permit 
individuals  to  recpiest  that  a  covered 
entity  restrict  uses  or  disclosures  of 
their  ])rotected  health  information  for 
treatment,  payment,  and  health  care 
operations  purposes,  as  well  as  for 
disclosures  to  family  members  and 
certain  others  ijermitted  under 
§  104.510(1)).  VVhile  covered  entities  are 
not  retpured  to  agree  to  such  re(]uests 
for  restrictions,  if  a  covered  entity  does 
agree  to  restrict  the  use  or  disclosure  of 
an  individual's  protected  health 
information,  the  covered  entitv  must 
abide  by  that  re.striction.  exce])t  in 
emergency  circumstances  when  the 
information  is  retpured  for  the  treatment 
of  the  individual.  Section  104.522  also 
includes  provisions  for  the  termination 
of  such  a  re.striction  and  recpiires  that 
covered  entities  that  have  agreed  to  a 
re.striction  document  the  restriction  in 
writing. 

I’ropo.sed  Rule 

Section  184()5(a)  of  the  UITEUH  Act 
.sets  forth  certain  circumstances  in 
which  a  covered  entity  now  must 
comply  with  an  individual's  request  for 
re.striction  of  di.sclosure  of  his  or  her 
protected  health  information. 
Specifically,  section  i;i4()5(a)  of  the 
IllTFCn  Act  nupiires  that  when  an 
individual  retpiests  a  restriction  on 
di.sclosure  pursuant  to  §  1(14.522,  the 
covered  entity  must  agree  to  the 
nupiested  restriction  unle.ss  the 
disclosure  is  otherwi.se  retpured  hv  law, 
if  the  rerpiest  for  restriction  is  on 
di.sclosures  of  protected  health 
information  to  a  health  plan  for  the 
purpo.se  of  carrying  out  pavment  or 
health  care  operations  and  if  the 
re.striction  applies  to  protected  health 
information  that  pertains  .solely  to  a 
health  care  item  or  .service  for  which  the 
health  care  provider  has  been  paid  out 
of  |)ocket  in  full. 

'i'o  im])lement  .section  i:i4()5(a)  of  the 
HITFUll  Act,  we  j)ro])osed  a  number  of 
changes  to  the  Privacy  Rule’s  provisions 
regarding  an  individual’s  right  to 


request  re.strictions  of  certain  uses  and 
disclosures.  First,  we  proposed  at 
§  l(i4.522(a)(l )(vi)  to  recpiire  a  covered 
entity  to  agree  to  a  recpiest  by  an 
individual  to  restrict  the  disclosure  of 
protected  health  information  about  the 
individual  to  a  health  plan  if:  (A)  the 
disclosure  is  for  the  purposes  of 
carrying  out  payment  or  health  care 
o])erations  and  is  not  otherwi.se  recpiired 
by  law;  and  (11)  the  protected  health 
information  j)ertains  solely  to  a  health 
care  item  or  service  for  which  the 
individual,  or  |)er.son  on  behalf  of  the 
individual  other  than  the  health  i)lan, 
has  paid  the  t:overed  entity  in  full.  In 
recognition  that  there  are  many 
situations  in  which  family  members  or 
other  persons  may  pay  for  the 
individual’s  treatment,  we  proposed  to 
include  language  to  the  ])rovision  to 
ensure  that  this  recpiirement  not  he 
limited  to  .solely  the  individual  paying 
for  the  health  care  item  or  service  hut 
would  also  include  |)ayment  made  by 
another  per.son,  other  than  the  health 
plan,  on  behalf  of  the  individual. 

We  j)roposed  to  modify 
§  l()4.522(a)(l  )(ii),  which  states  that  a 
covered  entity  is  not  required  to  agree 
to  a  re.striction,  to  refer  to  this  exception 
to  that  general  rule.  We  noted  in  the 
NPRM  that  in  ca.ses  where  an  individual 
has  exercised  his  or  her  right  to  restrict 
disclosure  to  a  health  plan  under  the 
above  circumstances,  the  covered  entity 
is  also  prohibited  from  making  sucb 
disclosures  to  a  business  associate  of  the 
health  plan,  because  a  covered  entity 
may  only  disclo.se  jnotected  health 
information  to  a  busine.ss  associate  of 
another  covered  entity  if  the  di.sclosure 
would  he  permitted  directly  to  the  other 
covered  entity.  We  also  proposed 
conforming  modifications  to 
^  1()4. 522(a)(2)  and  (8)  regarding 
terminating  re.strictions  and 
documentation  of  restrictions  to  reflect 
these  new  requirements,  and  to  make 
clear  that,  unlike  other  agreed  to 
restrictions,  a  cov»!red  entity  may  not 
unilaterally  terminate  a  retpiired 
re.striction  to  a  health  ])lan  under 
§  l(i4.522(a)(l)(ii). 

We  provided  a  number  of 
clarifications,  and  solicited  |)ublic 
comment  on  a  number  of  issues, 
regarding  these  ])roj)osed  ])rovi.sions,  as 
follows.  We  stated  that  we  inter])ret 
section  184()5(a)  as  giving  the  individual 
a  right  to  determine  for  which  health 
care  items  or  .services  the  individual 
wishes  to  pay  out  of  j)ocket  and  restrict. 
Thus,  section  18405(a)  would  not 
permit  a  covered  entitv  to  recpiire 
individuals  who  wish  to  re.strict 
disclosures  about  only  certain  health 
care  items  or  .services  to  a  health  plan 
to  re.strict  disclosures  of  ))rotected 


health  information  regarding  all  health 
care  to  the  health  ])lan.  We  recpiested 
comment  on  the  types  of  treatment 
interactions  between  individuals  and 
covered  entities  that  would  make 
imi)lementing  a  re.striction  more 
difficult  and  ways  to  address  sucb 
difficult  situations,  such  as  where  an 
individual  wishes  to  re.strict  a 
di.sc:lo.sure  regarding  a  pre.scri])tion  to  a 
health  plan  but  because  the  ])rovider 
electronically  sends  pre.scri])tion.s  to  the 
j)harmacy  to  be  filled,  the  pharmacy 
may  have  already  hilled  the  health  ])lan 
by  tbe  time  tbe  ])atient  arrives  at  the 
pharmacy.  We  recpiested  comment 
generally  on  whether  covered  health 
care  j)rovider.s  that  know  of  a  re.striction 
should  inform  other  health  c;are 
])rovider.s  downstream  of  such 
re.striction.  including  pharmacies,  and 
whether  tet:hnology  c:ould  facilitate 
such  notification.  W^e  recjnested 
comment  on  examjiles  of  the  tyjies  of 
disclosures  that  may  fall  under  this 
“recpiired  by  law"  exception.  With 
respect  to  an  individual,  or  someone  on 
behalf  of  the  individual,  paying  out  of 
pocket  for  the  health  care  item  or 
service,  we  noted  that  the  individual 
should  not  expect  that  this  payment 
would  count  towards  the  individual’s 
onl  of  j)ocket  threshold  with  re.spec;t  to 
his  or  her  health  ))lan  benefits.  We 
recpiested  c:c)nnnent  on  how  this 
])rc)visic)n  will  func:tic)n  with  re.s))ec:t  to 
HMOs,  given  onr  understanding  that 
under  most  cairrent  UMO  c.ontracts  with 
providers  an  individual  c:c)ulcl  not  pay 
the  jirovicler  in  full  for  the  treatment  or 
.servic;e  rec;eivecl.  We  clarified  in  the 
NPRM  that  if  an  individuars  out  of 
pocket  payment  for  a  health  c:are  item  or 
.service  is  not  honored  (e.g.,  the 
individuars  chec:k  bounc'.es),  the 
c;overeci  entity  is  not  obligated  to 
continue  to  abide  by  the  recpie.sted 
restriction  bec:au.se  the  individual  has 
not  fulfilled  the  recpiirements  nec;e.ssary 
to  obtain  the  restriction.  Additionally, 
we  stated  our  exjiectation  in  sue:!)  c:a.se,s 
that  c;c)vereci  entities  make  some  attempt 
to  resolve  any  ])ayment  issues  with  the 
individual  jn  ior  to  sending  the 
jirotec'.ted  health  information  to  the 
health  jilan,  snc:h  as  by  notifying  tbe 
individual  that  his  or  her  jiayment  did 
not  go  through  and  giving  the  individual 
an  o])j)ortunity  to  submit  payment  and 
recpiesting  c:c)nnnent  on  the  extent  to 
whic:h  c:c)verecl  entities  must  make 
reasonable  efforts  to  sec;nre  payment 
from  the  individual  inior  to  billing  the 
health  plan.  We  recpiested  c:onnnent  on 
the  .sc:ope  of  a  re,stric;tion  and  in  what 
c:irc:um.stance.s  it  should  ajiply  to  a 
snbsecpient,  but  related,  treatment 


Federal  Register/ Vol.  78,  No.  17/ Friday,  January  25,  2013 /Rules  and  Regulations 


encounter,  such  as  follo\v-uj)  care  for 
treatment  of  a  particular  condition. 

Overview  of  Public  Connnents 

VVe  Uiceived  many  comments  on  these 
])roj)o.sed  ])rovisions  and  our  (luestions 
as  to  how  they  should  apply.  A  ninnher 
of  commenters  generally  supporl(!d  the 
provisions  as  being  an  important  right 
for  health  care  consumers.  Howev(!r, 
many  commenters  expressed  concerns 
with  these  new  re(|uirements.  Manv 
commenters  raised  concerns  with,  and 
recjuested  guidance  on,  how  to 
ojierationalize  a  restriction.  Several 
commenters  were  concerned  with 
having  to  create  separate  records  to 
ensun;  that  restricted  data  is  not 
inadvertently  sent  to  or  accessible  by 
the  health  plan  or  to  manually  redact 
information  from  the  medical  record 
prior  to  disclosure  to  a  health  plan. 
Commenters  argued  that  having  to 
.segr(!gate  nsstricted  and  unre.stricted 
information  or  redact  restricted 
information  prior  to  di.sclosure  would 
he  burdensome  as  such  a  j)rocess  would 
generally  have  to  occur  manually,  and 
may  result  in  difficulties  with  ensuring 
that  treating  providers  continue  to  have 
access  to  the  entire  medical  record. 

.Some  commenters  were  concerned 
sjjecifically  with  having  to  manually 
redact  or  create  sejiarate  nicords  ])rior  to 
a  health  ])lan  audit,  or  otherwise  with 
withholding  information  from  a  ])lan 
during  an  audit,  to  ensure  a  health  ])lan 
would  not  see  restricted  information. 

With  respect  to  the  exception  to  a 
restriction  for  disclosunis  that  are 
recpiired  by  law,  .sevei'al  commenters 
.supported  this  exce])tion  hut  nxpie.sted 
clarification  on  how  such  an  exce|)tion 
would  affect  providers'  existing  legal 
obligations.  Many  commenters 
suggested  that  providers  would  he 
prohibited  from  receiving  c.a.sh  payment 
from  individuals  for  items  or  services 
otherwise  covejred  by  .State  or  Federally 
funded  programs,  such  as  Medicare  and 
Medicaid,  and  thus,  recpiested  that 
disclosures  to  such  .State  or  Federallv 
funchid  ])rograms  not  he  eligible  for 
restriction.  Similarlv,  some  commenters 
.sought  clarification  on  the  effect  of  this 
provision  where  certain  .State  laws 
prohibit  “balance  hilling,”  making  it 
illegal  for  the  provider  to  hill  the  ])ati(!nt 
for  any  covered  services  ov(!r  and  above 
any  permissible  coj)ayment, 
coinsurance  or  deductible  amounts. 
Some  commenters  askiid  that  we  clarify 
that  the  “reqinred  by  law”  exce])tion 
allows  ])roviders  to  disclo.se  protected 
health  information  subject  to  a 
restriction  for  Medicare  and  Medicaid 
audits,  because  those  insurers  require 
coinjilete,  accurate  records  for  audits. 


Other  commenters  were  concerned 
with  applying  a  restriction  to  onlv 
certain  health  care  items  or  services 
provided  during  a  single  patient 
encounter  or  visit,  (iommenters  argued 
that  split  hilling  is  not  po.ssihle  for  most 
providers  or  that  it  may  h(!  obvious  to 
a  health  |)lan  if  one  item  or  .service  out 
of  a  bundle  is  restricted  and  that 
unbundling  services  may  he  co.stly.  One 
commenter  suggested  that  individuals 
should  only  he  able  to  restrict  certain 
types  of  .services/treatment  (e.g., 
cosmetic  surgery  and  familv  j)lanning 
services)  as  such  services  are  more 
easily  segregable  from  other  health  care 
services. 

Ill  respon.se  to  our  (piestion  regarding 
available  electronic  methods  through 
which  a  jire.scrihing  jirovider  could  alert 
a  pharmacy  that  an  individual  intends 
to  pay  out  of  pocket  for  a  j)re.scri|ition 
and  restrict  disclosure  to  a  health  plan, 
commenters  indicated  they  were 
generally  unaware  of  any  system  that 
would  alert  a  pharmacy  of  restrictions 
electronically,  and  many  agreed  that  the 
co.st  and  burden  of  llagging  records 
mannally  would  not  he  feasible  for  all 
covered  entities.  In  general,  commenters 
agreed  that  pajier  prescriptions  would 
jirovide  individuals  with  an  opportunitv 
to  reijuest  a  restriction  when  tliey  arrive 
at  the  pharmacy.  However,  commenters 
also  noted  that  returning  to  the  ii.se  of 
])aper  prescrijitions  over  electronic 
prescribing  would  he  a  step  iu  the 
wrong  diniction,  as  there  are  many 
benefits  to  electronic  |)re.scril)ing.  and  it 
is  important  not  to  limit  these  benefits. 

Almost  all  of  the  comments  we 
received  regarding  the  obligation 
gejierally  of  health  care  providers  that 
know  of  a  restriction  to  inform 
downstream  health  care  ])rovider,s  of  the 
restriction  argued  that  it  should  be  the 
individual’s  and  not  the  provider's 
responsibility  to  inform  downstream 
jnoviders  of  any  recpiested  restriction. 
\Vhile  a  few  commenters  stated  that  the 
provider  should  bear  this  resjjousihility, 
the  majoritv  believed  that  this  obligation 
would  he  difficult  and  hurdensome  for 
a  provider.  .Some  commenters 
acknowledged  that  in  time,  more 
advanced  (dectronic  and  automated 
systems  may  allow  providers  to  notify 
other  providers  downstream  of  a 
restriction,  hut  the.se  commenters 
stressed  that  such  systems  are  not 
widelv  available  at  this  time. 

With  respect  to  the  reciuirement’s 
ap])lic.ation  to  hiudth  care  providers 
providing  care  within  an  HMO  context, 
many  commenters  exjiressed  siqjport  for 
the  suggestion  that  HMO  patients  would 
have  to  use  an  out-of-network  provider 
for  treatment  to  ensure  that  the 
restricted  information  would  not  he 


di.sclo.sed  to  the  HMO.  .Some 
commentcirs  indicated  that  .State  laws 
and/or  j)rovider  c  ontracts  with  an  HMO 
may  prohibit  the  provider  from 
receiving  a  ca.sh  payment  from  an  HMO 
|)atient  above  the  patient’s  cost-sharing 
amount  for  the  hcialth  care  item  or 
service.  Oonvciisely,  some  commentcirs 
stated  that  individuals  .should  not  have 
to  go  out-of-network  wlum  recpmsting  a 
restriction  and  instead.  ])roviders  could 
and  shoidd  trccat  the  .services  as  non- 
covered  services  and  accept  ])ayment 
dirccctly  from  the  jjatient.  .Several 
commenters  also  suggested  that 
managed  care  contracts  would  have;  to 
he;  revised  or  rem;gotiatc:d  in  order  to 
comjjly  with  this  provision  and  as  such, 
amjde  time  for  r(;n(;gotiation  shoidd  he 
provided. 

Commenters  generally  supported  the 
language  in  the  jjroposed  rule  making 
cl(;ar  that  a  rc;striction  would  applv 
whi;re  an  individual  recpiests  a 
restriction,  hut  sonu;one  other  than  the 
individual  (othi;r  than  the  hi;alth  plan), 
such  as  a  familv  memh(;r.  pavs  for  the 
individual’s  can;  on  behalf  of  the 
individual.  One  comnuaiter  askcid  for 
clarification  that  jiavment  hv  anv  lu;alth 
plan  would  not  constitute  payment  out 
of  pocket  by  the  individual.  The 
commenter  .stated  that  such  clarification 
was  nece.ssarv  to  avoid  the  situation 
where  an  individual  has  coverage  under 
multiple  plans,  |)ay.s  for  care  with  a 
secondary  plan,  reipiests  a  restriction  on 
disclosure  to  the  jirimarv  plan,  and  then 
the  secondary  plan  proceeds  to  obtain 
reimhursement  from  the  primary  plan 
disclosing  the  protiicted  health 
information  at  issue.  Another 
commenter  asked  that  we  clarify  that  a 
clinical  research  jiarticipant  who.se 
health  care  services  are  paid  for  by  a 
research  grant  can  still  (jualify  for  a 
restriction  to  the  individual’s  health 
plan. 

Most  commenters  siq)];orted  not 
having  to  abide  by  a  requested 
restriction  in  cases  where  the 
individual’s  method  of  payment  is 
returned  or  otherwise  does  not  go 
through.  A  few  commenters  suggested 
that  a  covered  entity  should  include 
information  to  this  effect  in  its  notice  of 
privacy  jiractices.  A  number  of 
commenters  expres.sed  concern  with  the 
ability  of  a  provider  to  hill  a  health  jilan 
for  .services  following  an  individual’s 
inability  to  ])ay.  For  examjde,  a  provider 
may  find  it  difficult  to  he  reimhur.sed  for 
services  if  the  provider  did  not  obtain 
the  plan’s  requinid  ])re-certification  for 
.services  because  the  individual  initially 
agreed  to  jiay  out  of  pocket  for  the 
services. 

.Several  commenters  asked  for 
guidance  on  what  constitutes  a 
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“niasonable  (dibi  t”  to  obtain  jjayinont 
from  an  individual  prior  to  liiliing  a 
hoalth  plan  for  health  care  services 
wluire  an  individual’s  original  form  of 
payment  fails,  and  ai-gned  that  the  effort 
nuiuired  should  not  he  too  burdensome 
on  providers.  A  numher  of  commenters 
suggested  various  alternatives.  A  few 
commenters  suggested  that  providers 
should  h(!  able  to  set  a  deadline  for 
payment  and  then  hill  the  plan  if  the 
jiatient  fails  to  pay;  oth(?rs  nupiested 
that  the  regulation  set  a  specific 
timeframe  in  which  providers  must  he 
jiaid  or  the  nMjue.sted  restriction  is 
terminated.  .Some  commenters 
suggested  that  a  “reasonable  effort" 
should  he  based  upon  a  covered  entity 
making  one  or  two  attempts  to  contact 
the  patient  and  obtain  payment. 

Another  commenter  recommended  that 
reasonable  efforts  should  nupiire  the 
provider  to  make  a  good  faith  effort  to 
obtain  payment  based  on  their  usual 
(leht  collection  practices.  Other 
commenters  recpiested  clarification  that 
rea.sonahle  efforts  would  not  recjuire  a 
provider  .sending  a  hill  to  a  collection 
agency.  .Some  commenters  were 
gimerally  concerned  with  reciuiring  a 
provider  to  wait  too  long  for  payment, 
as  the  provider  could  risk  the  plan  not 
paying  for  the  treatment  if  it  is  hilled  too 
late.  Oertain  commenters  argued  that 
providers  should  not  have  to  engage  in 
any  attempts  to  resolve  jiayment  issues 
if  an  individual’s  payment  fails  prior  to 
hilling  the  health  jilan  for  the  .services. 
Finally,  a  mnnher  of  commenters  asked 
whether  a  provider  could  retpiire 
payment  in  full  at  the  time  of  the 
reipiest  for  a  restriction  to  avoid 
jiayment  issues  altogether. 

Finally,  many  commenters  responded 
to  the  NPRM’s  ajijjroach  to  follow-ii]) 
care.  The  majority  of  commenters 
supported  the  idea  that  if  an  individual 
does  not  recpiest  a  restriction  and  ])ay 
out  of  pocket  for  follow  up  care,  then 
the  covered  entity  may  disclose  the 
jirotected  health  information  necessary 
to  obtain  jiayment  from  the  health  plan 
for  such  follow  up  care,  recognizing  that 
some  of  the  jirotected  health 
information  may  relate  to  and/or 
indicate  that  the  individual  received  the 
underlying  health  caie  item  or  service  to 
which  a  restriction  applied.  A  few 
commenters  asked  whether  individual 
authorization  would  he  reipdred  to 
di.sclose  previously  restricted  protected 
health  information  to  a  health  plan  if 
the  individual  does  not  want  to  restrict 
the  follow  up  care.  A  numher  of 
commenters  exjires.sed  support  for 
providers  counscding  patients  on  the 
consecpiences  of  not  restricting  follow- 
nj)  care.  A  lew  commenters  were 


concerned  as  to  how  a  provider  would 
know  when  such  counseling  was 
needed  and  what  it  should  include,  and 
asked  whether  giving  the  individual  a 
written  statement  explaining  the 
consiupiences  would  suffice. 

I’inal  Rule 

We  adopt  the  modifications  to 
l(i4..522  as  jiroposed  in  the  NFRM  to 
im])lement  .section  134().5(a)  of  the 
HITECH  Act.  In  resjionse  to  (piestions 
and  comments  regarding  how  to 
operationalize  these  re(iuirements.  we 
provide  the  following  clarifications.  We 
clarify  that  the.se  jirovisions  do  not 
retpiire  that  covered  health  care 
providers  create  separate  medical 
records  or  otherwise  segregate  protected 
health  information  subject  to  a  restricted 
health  care  item  or  service.  Covered 
health  care  jiroviders  will,  however, 
need  to  einjiloy  .some  nuithod  to  flag  or 
make  a  notation  in  the  record  with 
respect  to  the  ])rotected  health 
information  that  has  been  restricted  to 
ensure  that  such  information  is  not 
inadvertently  .sent  to  or  made  acce.ssihle 
to  the  health  |)lan  for  payment  or  health 
care  operations  ])ui  poses,  such  as  audits 
by  the  health  plan.  Covered  entities 
should  already  have  in  place,  and  thus 
he  familiar  with  a])])lying.  minimum 
necessary  policies  and  |)rocedures. 
which  recpiire  limiting  the  protected 
health  information  disclosed  to  a  health 
jilan  to  the  amount  reasonably  necessarv 
to  achieve  the  jiurpose  of  the  disclosure, 
'riius.  covered  entities  should  alreadv 
have  mechanisms  in  place  to 
apjiropriately  limit  the  jirotected  health 
information  that  is  disclo.sed  to  a  health 
plan. 

With  res|K!Ct  to  commenters  who  were 
concerned  about  jiroviders  being  able  to 
continue  to  nuiet  their  legal  ohligations. 
such  as  disclosing  ])rotected  health 
information  to  Medicare  or  Medicaid  for 
retiuired  audits,  we  note  that  the  .statute 
and  final  rule  continue  to  allow 
disclosures  that  are  otherwise  recpiired 
hy  law,  notwithstanding  that  an 
individual  has  recpiested  a  restriction  on 
such  disclosures.  Thus,  a  covered  entitv 
may  di.sclose  the  protected  health 
information  necessarv  to  meet  the 
recpiirements  of  the  law.  Under  the 
Privacy  Rule,  “nujuired  by  law”  is 
defined  at  §  1 84.1 03  as  a  mandate 
contained  in  law  that  compels  a  covered 
entity  to  make  a  use  or  disclosure  of 
protected  health  information  and  that  is 
enforceahle  in  a  court  of  law.  luir 
pur|)oses  of  this  definition,  “recpiired  hy 
law”  includes  Medicare  conditions  of 
])artici])ation  with  respect  to  health  care 
])roviders  jiarticijiating  in  the  |)rogram, 
and  statutes  and  regulations  that  recpiire 
the  jiroduction  of  information  if 


payment  is  sought  under  a  government 
jirogram  jiroviding  ])uhlic  benefits. 
Therefore,  if  a  covered  entity  is  recpiired 
by  law  to  submit  jirotected  health 
information  to  a  Federal  health  plan,  it 
may  continue  to  do  .so  as  neces.sary  to 
com])lv  with  that  legal  mandate.  With 
resiiect  to  commenters’  concerns  with 
])rohihiti()ns  in  State  law  and  under 
Medicare  and  Medicaid  that  prevent 
providers  from  hilling,  and  receiving 
cash  payment  from,  an  individual  for 
covered  services  over  and  above  any 
jHM'ini.ssihle  cost  sharing  amounts,  we 
provide  the  following  guidance.  If  a 
jirovicler  is  recpiired  by  .State  or  other 
law  to  submit  a  claim  to  a  health  plan 
for  a  covered  service  jirovicled  to  the 
individual,  and  there  is  no  excejition  or 
procedure  for  individuals  wishing  to 
pay  out  of  pocket  for  the  service,  then 
the  disclosure  is  recjuired  by  law  and  is 
an  exception  to  an  individual’s  right  to 
recpicist  a  restriction  to  the  health  jilan 
imrsuant  to  ^  1.54.522(a)(l)(vi)(A)  of  the 
Rule.  With  respect  to  Medicare,  it  is  our 
understanding  that  when  a  jdiysician  or 
su])plier  furnishes  a  service  that  is 
covered  hy  Medicare,  then  it  is  subject 
to  the  mandatory  claim  submission 
provisions  of  section  1848(g)(4)  of  the 
.Social  .Security  Act  (the  Act),  which 
recpiires  that  if  a  ])hvsician  or  supplier 
charges  or  atteinjits  to  charge  a 
beneficiary  any  remuneration  for  a 
.service  that  is  covered  by  Medicare, 
then  the  physician  or  supplier  must 
submit  a  claim  to  Medicare.  However, 
there  is  an  exception  to  this  rule  where 
a  beneficiary  (or  the  beneficiary’s  legal 
representative)  refuses,  of  his/her  own 
free  will,  to  authorize  the  submission  of 
a  bill  to  Medicare.  In  such  cases,  a 
Medicare  provider  is  not  recpiired  to 
submit  a  claim  to  Medicare  for  the 
covered  service  and  may  accept  an  out 
of  pocket  payment  for  the  .service  from 
the  beneficiary.  The  limits  on  what  the 
Jirovicler  may  collect  from  the 
beneficiary  continue  to  ajijily  to  charges 
for  the  covered  .service,  notwith.standing 
the  ab.sence  of  a  claim  to  Medicare.  .See 
the  Medicare  benefit  Folicv  Manual, 
Internet  onlv  Manual  jiub.  100-2,  ch. 

15.  sect.  40,  available  at  http:// 
w'W’w.cnis.gov/nuinucils/Downlodds/ 
hpl()2cl5.p(ll.  'I'hus,  if  a  Medicare 
beneficiary  recjuests  a  restriction  on  the 
disclosure  of  jirotected  health 
information  to  Medicare  for  a  covered 
.service  and  jiays  out  of  jiocket  for  the 
.service  (i.e..  refu.ses  to  authorize  the 
submission  of  a  bill  to  Medicare  for  the 
.service),  the  jirovicler  must  restrict  the 
cli.sclosiire  of  jirotected  health 
information  regarding  the  service  to 
Medicare  in  accordance  with 
5}104.522(a)(l)(vi). 
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Qatain  coinnientors  raised  concerns 
witli  an  individual  recjuesting  a 
restriction  with  res])ect  to  only  one  of 
.several  health  care  items  or  services 
provided  in  a  single  ])atient  encounter, 
and  a  provider  being  prohibited  from 
unhuudling,  or  it  being  more  costly  to 
unbundle,  the  services  for  purpo.ses  of 
hilling  a  health  plan.  In  such  cases,  we 
expect  providers  to  counsel  ])alients  on 
the  ability  of  the  jaovider  to  unhuudle 
the  items  or  services  and  the  impact  of 
doing  so  (e.g.,  the  h(;alth  plan  still  may 
he  able  to  determine  that  the  restricted 
item  or  .service  was  jjerformed  based  on 
the  context).  If  a  provider  is  able  to 
unbundle  the  items  or  services  and 
accommodate  the  indiviilual’s  wishes 
after  counseling  the  individual  on  the 
impact  of  unbundling,  it  should  do  so. 

If  a  provider  is  not  able  to  unbundle  a 
group  of  items  or  services,  the  j)rovider 
should  inform  the  individual  and  give 
the  individual  the  op])ortunily  to 
re.strict  and  pay  out  of  pocket  for  the 
entire  bundle  of  items  or  services. 

Where  a  provider  is  not  able  to 
unhuudle  a  grouj)  of  bundled  items  or 
.services,  we  view  such  group  of 
hundhul  items  or  .services  as  one  item  or 
.service  for  the  ])urpo.se  of  apj)lyiug 
^  l(i4..522(a)(l  )(v).  However,  we  would 
expect  a  provider  to  accommodate  an 
individuar.s  retjue.st  fora  restriction  for 
se])arahle  and  uuhundled  health  care 
items  or  services,  even  if  ])art  of  the 
same  treatment  encounter,  such  as  in 
the  prior  example  with  respect  to  the 
l)atient  receiving  both  treatment  for 
asthma  and  diabetes.  Thus,  we  decline 
to  provide  as  a  general  rule  that  an 
individual  may  only  re.strict  either  all  or 
none  of  the  health  care  items  or  services 
that  are  i)art  of  one  treatment  encounter. 

in  response  to  the  (piestion  we  posed 
in  the  NPRM  regarding  methods  through 
which  a  provider  could  electronically 
(such  as  through  an  e-})rescrihing  tool) 
in)tify  a  pharmacist  of  an  iudividual’s 
restriction  request,  the  majority  of 
commenters  indicated  that  there 
currently  is  not  a  widely  available 
method  for  electronically  notifying  a 
pharmacy  that  a  ]3atient  has  requested  a 
restriction.  Further,  commenters 
generally  argued  that  it  would  he  costly, 
burdensome,  and  unworkable  for  a 
])rovider  to  attem])t  to  notify  all 
suhseciuent  ])rovider.s  of  an  individual’s 
re.striction  recpiest,  particularlv  given 
the  lack  of  automated  tools  to  make 
such  notifications,  and  thus,  it  should 
remain  the  obligation  of  the  individual 
to  notify  downstream  providers  if  the 
individual  wants  to  re.strict  protected 
health  information  to  a  health  ))lan.  We 
agree  that  it  would  he  unworkable  at 
this  point,  given  the  lack  of  automated 


technologies  tt)  support  such  a 
reciuirement,  to  require  health  care 
providers  to  notify  downstream 
providers  of  the  fac;l  that  an  individual 
lias  recjuested  a  re.striction  to  a  health 
l)lan.  However,  w(;  do  encourage 
providers  to  coun.sel  patients  that  they 
would  need  to  recpie.st  a  nistriction  and 
pay  out  of  pocket  with  other  providers 
for  the  restriction  to  apply  to  the 
disclosures  by  such  providers.  In  the 
ca.se  of  an  individual  who  wants  to 
restrict  disclosures  to  a  health  plan 
concerning  a  prescribed  medication,  the 
inescrihing  provider  can  provide  the 
patient  with  a  |)aper  pre.scri])tion  to 
allow  the  individual  an  opportunity  to 
recpiest  a  re.striction  and  pav  for  the 
pre.scription  with  the  pharmacy  before 
the  jiharmacy  has  submitted  a  hill  to  the 
health  plan.  However,  while  we  do  not 
require  it,  jiroviders  are  jiermitted  and 
encouraged  to  a.ssist  individuals  as 
feasible  in  alerting  downstream 
providers  of  the  individual’s  desire  to 
recpiest  a  restricition  and  pav  out  of 
])c)c;ket  for  a  jiarticailar  health  care  item 
or  servicie. 

For  example,  cxmsider  an  individual 
who  is  meeting  with  her  primarv 
])hysic:ian  and  reqne.sts  a  restriction  on 
tests  that  are  being  administered  to 
determine  if  she  has  a  heart  camcliticm. 

If,  after  camducting  the  tests,  the 
])atient’s  primarv  phvsicaan  refers  the 
])atient  to  a  c:arcliologi.st,  it  is  the 
patient’s  obligation  to  recjne.st  a 
re.striction  from  the  suhsecjuent 
|)rovicler,  the  cairdiologist,  if  she  wishes 
to  pay  out  of  ])oc;ket  rather  than  have  her 
health  |)lan  hilled  for  the  visit.  Although 
the  primarv  j)hvsic:ian  in  this  examjde 
would  not  he  recpiired  to  alert  the 
cairdiologist  of  the  patient’s  potential 
desire  to  reque.st  a  restriction,  we 
encamrage  providers  to  do  .so  if  feasible 
or  in  the  very  least,  to  engage  in  a 
dialogue  with  the  patient  to  cmsure  that 
he  or  she  is  aware  that  it  is  the  jiatient’s 
obligation  to  recpiest  restrictions  from 
subsequent  providers.  In  response  to 
camnnenters  who  were  c.onfused  about 
whether  the  individual  or  the  provider 
would  have  the  obligation  of  notifying 
snhsecpient  providers  when  a  Health 
Information  Exchange  is  involved,  we 
cdarifv  that  the  responsibility  to  notify 
downstream  providers  of  a  re.striction 
recpiest  in  this  situation  also  remains 
with  the  individual,  and  not  the 
provider. 

With  respect  to  HMOs,  we  cdarifv  that 
a  provider  ]nc)vicling  care  in  suc:h  a 
setting  should  abide  by  an  individual’s 
recpiested  restriction  unless  doing  so 
would  he  incamsistent  with  State  or 
other  law.  Thus,  if  a  provider  within  an 
HMC)  is  prohibited  by  law  from 
accaqiting  payment  from  an  individual 


above  the  inclividnars  caist-sharing 
amount  (i.e..  the  provider  camnot  acaaqit 
an  out  of  i)C)c;ket  |)ayment  from  the 
individual  for  the  .servicai),  then  the 
jirovider  may  canmsel  the  individual 
that  he  or  she  will  have  to  u.se  an  out- 
of-network  jirovider  for  the  health  c:are 
item  or  .servica;  in  order  to  restrict  the 
disclosure  of  jirotected  health 
information  to  the  HMO  for  the  health 
c:are.  Providers  operating  within  an 
HMO  camtext  and  who  are  able  under 
law  to  treat  the  health  caire  .servicais  to 
whic:h  the  restriction  would  apply  as 
out-of-network  servicais  .should  do  .so  in 
order  to  abide  by  the  recpiested 
restriction.  We  would  not  cainsicler  a 
cajntractual  recpiirement  to  .submit  a 
c:laim  or  otherwi.se  disclose  protected 
health  information  to  an  HMO  to 
exemjit  the  })rovider  from  his  or  her 
obligations  under  this  provision. 

Further,  the  final  rule  jirovides  a  180- 
clay  comjiliance  jieriod  beyond  the 
effective  date  of  these  revisions  to  the 
Privacy  Rule,  during  which  jirovicler 
camtracts  with  HMOs  can  he  updated  as 
needed  to  he  camsistent  with  these  new 
recpiirements. 

As  prc)])osecl  in  the  NPRM,  under  the 
final  rule,  a  caivered  entitv  must  applv 
a  re.striction  not  only  where  an 
individual  pays  in  full  for  the  healthcare 
item  or  .servica;,  hut  al.so  where  a  family 
inemher  or  other  jierson  jiays  for  the 
item  or  servica;  on  behalf  of  the 
individual.  We  deedine  to  modify  the 
regulation,  as  sugge.sted  by  one 
camnnenter,  to  provide  that  payment 
from  “any”  health  plan,  rather  than  the 
one  to  which  the  disclosure  is  restricted, 
should  not  cam.stitute  payment  on  behalf 
of  the  individual.  In  respcm.se  to  the 
camnnenter’s  camcern  about  clifficailties 
in  caioi  cl  illation  of  benefits  for 
individuals  with  coverage  under 
multiple  plans,  we  note  that  this 
provision  does  not  impede  a  hc;alth 
jilan’s  ability  to  cli.scdo.se  protected 
health  information  as  necaissary  to 
another  health  plan  for  coordination  of 
benefits.  Tims,  health  plans  may 
camtinne  to  make  such  disclosures. 

Many  camnnenters  .sup})ortecl  the 
discaissicm  in  the  NPRM  regarding  not 
abiding  by  a  re.striction  if  an 
individual’s  payment  is  dishonored.  In 
such  cai.ses,  we  camtinue  to  exjiect  that 
providers  will  make  a  reasonable  effort 
to  contact  the  individual  and  obtain 
payment  prior  to  hilling  a  health  jilan. 
\Ve  do  not  presc:rihe  the  efforts  a  health 
care  provider  must  make  hut  leave  that 
up  to  the  provider’s  policies  and 
individual  circmm.stancais.  While  we 
rec|uire  the  provider  to  make  a 
reasonable  effort  to  secaire  payment 
from  the  individual,  this  requirement  is 
not  intemded  to  plac:e  an  additional 
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burden  on  the  provider  but  is  instead 
intended  to  align  with  its  current 
policies  for  contacting  individuals  to 
obtain  an  alternative  form  of  payment  to 
one  that  was  dishonored.  We  do  not 
nujuire  that  the  individnar.s  debt  be 
placed  in  collection  before  a  provider  is 
|HM'mitted  to  bill  a  health  plan  for  the 
liealth  care  .services.  Further,  a  ])rovider 
may  choose  to  reejnire  payment  in  full 
at  the  time  of  the  nupiest  for  a 
nistriction  to  avoid  payment  issues 
altogether.  Similarly,  where 
precertification  is  re(]nir(;d  for  a  health 
plan  to  |)ay  for  services,  a  provider  may 
recpiire  the  individual  to  settle 
j)ayments  for  the  care  prior  to  j)roviding 
the  service  and  implementing  a 
restriction  to  avoid  the  situation  whcae 
the  j)rovider  is  unable  to  be  reimbnrs»!(l 
by  either  the  individual  or  the  health 
plan. 

We  also  recognizt;  that  a  provider  may 
not  he  able  to  implement  a  restriction 
where  an  individual  waits  until  care  has 
bemi  initiated  to  make  such  a  retiuest, 
such  as  in  the  case  of  a  hospital  stay,  in 
which  ca.se  the  individuars  j)rotecte(l 
health  information  mav  have  already 
been  disclosed  to  the  health  plan. 

With  respect  to  restrit:tions  and 
follow-np  care,  we  continue  to  maintain 
the  approach  ili.scnssed  in  the  NPRM.  If 
an  individual  has  a  re.striction  in  place 
with  resj)ect  to  a  health  care  .service  but 
does  not  j)ay  out  of  pocket  and  nujue.st 
a  re.striction  with  regard  to  follow-uj) 
treatment,  and  the  ])rovider  needs  to 
include  information  that  was  ])reviou.sly 
restricted  in  the  bill  to  the  health  plan 
in  order  to  have  the  service  deemed 
medically  nece.ssarv  or  aj)pro])riate, 
then  the  provider  is  permitted  to 
(lisclo.se  such  information  so  long  as 
doing  so  is  consistcmt  with  the 
provider’s  minimum  necessary  policies 
and  procedures.  We  also  clarify  that 
such  a  disclosure  would  continue  to  he 
permitt(!(l  for  j)ayment  jjurposes  and 
thus,  would  not  riujuire  the  individual’s 
written  authorization.  However,  as  we 
did  in  the  NPRM.  we  highly  encourage 
cov(^red  entities  to  engage  in  oj)en 
dialogue  with  individuals  to  ensure  that 
they  are  aware  that  previouslv  restricted 
])rot(;cted  lujalth  information  may  be 
(li.sclo.sed  to  the  health  plan  unless  tlnw 
reciimst  an  additional  r(;striction  and  pay 
out  of  pocket  for  the  follow-uj)  care. 

R(i.sj)onse  to  Other  Public  (iomments 
Com/ne/)/:  Several  commenters  asked 
that  the  provision  be  limited  to  ju.st 
provi(h;r.s  and  not  to  covered  entities  in 
general.  Comment(;r.s  also  asked  for 
clarification  on  whether  the  nistriction 
prohibits  providers  from  giving 
protected  h(;alth  information  to  health 
})lans  solely  for  payment  or  health  care 


operations  purposes  in  such  ca.s(!s  or  all 
entitiiis  that  may  r(!ceive  protcicted 
luialth  information  for  payment  or 
health  care  op(!rations. 

liosfyonsH:  VVe  clarify  that  this 
provision,  in  effect,  will  ai)|)ly  only  to 
covered  lundlh  care  providers.  However, 
the  ])rovisions  of  184. 522(a)  a|)j)ly  to 
covered  entiti(;.s  generally  and  thus,  we 
(hu'.line  to  alt(;r  the  regulatory  t(!xt.  In 
r(!S])on.se  to  commenters’  concerns 
regarding  disclosure  for  payment  or 
health  care  o])eration.s  purposes  to 
entities  other  than  the  health  plan,  we 
clarify  that  this  ])rovi.sion  does  not  afhul 
disclosures  to  the.sc;  otlujr  entities  as 
permittcul  by  the  Privacy  Rule. 

Connnent;  (k)mmenters  asked  what 
the  liability  is  for  a  provider  who 
discloses  re.stricted  protiicted  health 
information  to  a  ])lan. 

Ufisponsa:  A  providin'  who  discloscis 
rijstricted  ])rotecte(l  health  information 
to  the  health  plan  is  making  a  disclosure 
in  violation  of  the  Privacy  Rule  and  the 
HITECH  Act.  which,  as  with  other 
imptn'inissihle  disclosiinns  is  subject  to 
the  imposition  of  ])ossible  criminal 
penalties,  civil  money  ])enalties.  or 
corrective  action. 

CA)inni(;nl:  Several  commentcns  a.sked 
that  we  clarifv  that  the  “nninired  hv 
law”  (ixception  allows  providers  to 
respond  to  subpocnias,  court  orders,  and 
judicial  procuunlings. 

'I’he  “ri!(|uired  hy  law” 
excei)tion  in  l()4.522(a)(l)(vi)  doins 
allow  hcndth  care  providers  to  respond 
to  court  orders  and  subpoenas  i.ssued  by 
a  court  recjuiring  disclosure  of  prot(;ct(nl 
health  information  to  a  health  plan.  Sen; 
the  definition  of  “nujuired  bv  law”  at 
§  184.103.  Furtlun-,  S  184.522(a)(l)(vi) 
does  not  affect  the  di.sclosure  of 
protected  health  information  to  entities 
that  are  not  hrudth  jdans  and  thus, 
di.sclosures  to  the.se  otlna'  entities  made 
as  required  hv  law,  for  judicial  and 
administrative  proceedings,  or  for  law 
enforcement  activiti(;.s  in  accordance 
with  184.512(a),  184.512(e),  and 
184.512(0.  respectively,  continue  to  be 
])ermitted. 

Coinnw.nt:  .Sev(;ral  commentcas 
.sugg(!.st(!d  that  the  final  rule  be  written 
to  (aisnre  that  there  are  no  conflicts  with 
the  Fair  Debt  Collection  Practices  Act 
and  similar  State  laws  nigarding  the 
legal  obligation  to  validate  a  d(;bt  that  is 
disputed  hy  a  debtor,  (iommentcas 
sought  clarification  on  whetlua-  the 
))rovid(a'  can  still  disclo.se  jn'otected 
health  information  for  the  recovery  of 
(hibts. 

lU^sponsf^:  The  final  rule  do(;.s  not 
impact  a  ])rovid(a'’.s  ability  to  di.sclose 
prot(icted  health  information  for 
l)ayment  purposes  to  a  collection  agency 
or  otherwise  for  colhiction  activities 


related  to  an  individual’s  debt  to  the 
])rovi(ler.  Section  184.522(a)  r(;strict.s 
disclosures  to  a  health  plan  for  payment 
pnrpo.ses  where  the  individual  has  paid 
out  of  pocket  for  tin;  h(;alth  care  item  or 
.s(!rvic(!  that  is  tin;  subject  of  the 
disclosure  and  nHjuests  such  a 
restriction. 

C’o;;?;jie7?/:  (iommenters  a.sked  that  we 
clarify  whether  ])ayment  with  a  Fhixihle 
S])en(ling  Account  (FSA)  or  Ihxdth 
Savings  Account  (USA)  is  consichaed  a 
payment  by  a  person  on  Ixihalf  of  the 
individual. 

/fespon.s'e;  An  individual  may  use  an 
f’.SA  or  USA  to  pay  for  the  health  care 
items  or  services  that  the  individual 
wishes  to  have  re.stricted  from  another 
plan:  however,  in  doing  so  the 
individual  may  not  restrict  a  disclosure 
to  the  F.SA  or  HSA  necessary  to 
eff(;ctuate  that  payment. 

(jOinnwnt:  When  a  re.striction  is 
r(;(]U(!st(!d.  the  provichn'  is  also 
prohibited  from  making  disclosures  of 
the  r(!stricled  prot(?cted  h(;alth 
information  to  the  business  a.ssociate  of 
the  h(!alth  j)lan.  One  conniKaitia' 
sngg(7.sted  that  the  final  rule  make  it  the 
|)riority  of  the  business  associate  to 
inform  the  provider  that  they  are  acting 
as  the  husiness  a.ssociate  of  the  health 
|)lan  to  ensun;  ])rovider  com])liance 
with  the  rule.  Other  comments 
mi.sconstrued  the  preamble  statemeids 
on  this  i.ssue  and  commented  that  a 
providin’  should  he  allowed  to  provide; 
restricted  protected  health  information 
to  its  own  bnsine.ss  a.s.sociat(;s. 

Ii(ispons(^:  A  provider  that  is 
lacddbited  from  di.sclosing  ])rot(;cte(l 
health  information  to  a  health  ])lan  may 
not  disclose  such  information  to  the; 
health  jdan’s  business  asscjciate.  We  do 
not  include  a  r(;(juiroment  that  the 
business  associate  inform  the;  provider 
that  they  are  acting  as  a  bnsine.ss 
a.ssociate  of  the  health  ])lan  as  it  is  the 
provider’s  responsibility  to  know  to 
whom  and  for  what  jnirposes  it  is 
making  a  disclosure.  We  also  clarify  that 
a  ])rovider  is  not  ))rohibite(l  from 
di.sclosing  ])rotect(;d  health  information 
re.stricted  from  a  h(;alth  plan  to  its  own 
business  associates  for  the  provider’s 
own  purpos(;.s. 

T’o/Jinjc;?/;  One  commenter  (;xpres.s(;d 
concern  about  the  number  of  workforce 
members  who  must  know  about  the 
r(;.striction  and  indicated  that  this  may 
create  a  risk  for  potential  error  with 
r(;gard  to  the  information. 

/fe,s7JOj?.s'f?;  Ciovered  entiti(;s  mu.st 
identify  those  workforce  mendjers  or 
class  of  persons  who  need  access  to 
j)articnlar  jjrotected  health  information, 
and  ajjpropriately  train  their  workforce 
members  as  necessary  to  com])ly  with 
these  new  retjuirements. 
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10.  Section  104.524 — Access  of 
Individuals  to  Protected  Ilealtli 
Information 

l^roposed  Rule 

Section  104.524  of  the  Privacy  Rule 
currently  estahlislies,  with  limited 
exce])tions,  an  enforceable  means  hv 
which  individuals  have  a  right  to  review 
or  obtain  copies  of  their  protected 
health  information  to  the  extent  such 
information  is  maintained  in  the 
designated  record  set(s)  of  a  covered 
entity.  An  individual’s  right  of  access 
exists  regardless  of  the  format  of  the 
protected  health  information,  and  the 
standards  and  inijilementation 
specifications  that  address  individuals’ 
retjuests  for  access  and  timely  action  hv 
the  covered  entity  (i.e.,  ])rovision  of 
acce.ss.  denial  of  access,  and 
documentation)  apply  to  an  electronic 
environment  in  a  similar  manner  as  they 
do  to  a  pajjer-hased  environment.  See 
'fhe  HIPAA  Privacy  Rule’s  Right  of 
Access  and  Health  Information 
Technology  (providing  guidance  with 
respect  to  how  §  1(»4.524  a])])lies  in  an 
electronic  environmimt  and  how  health 
information  technology  can  facilitate 
ju'oviding  individuals  with  this 
important  privacy  right),  available  at: 
http://\\'\\'\v.hhs.gov/o(:r/pi'iv(tcy/hi}xi(i/ 
iindf^rst(m(iing/s})f;ci(il/h(HilthH/ 
(xicciiss.pdf. 

Section  i 3405(e)  of  the  HITECill  Act 
strengthens  the  Privacy  Ride’s  right  of 
acce.ss  with  respect  to  covered  entities 
that  use  or  maintain  an  electronic  health 
record  (EHR)  on  an  individual.  Section 
134()5(e)  provides  that  when  a  covered 
entity  u.ses  or  maintains  an  EUR  with 
respect  to  protected  health  information 
of  an  individual,  the  individual  .shall 
have  a  right  to  obtain  from  the  covered 
entity  a  cojjy  of  such  information  in  an 
electronic  format  and  the  individual 
may  ilirect  the  covered  entity  to 
transmit  such  copy  directly  to  the 
individual’s  designee,  provided  that  any 
such  choice  is  clear,  conspicuous,  and 
s])ecific.  Section  134()5(e)  also  provides 
that  any  fee  imjiosed  by  the  covered 
entity  for  providing  such  an  electronic 
copy  shall  not  he  greater  than  the 
entity’s  labor  costs  in  responding  to  the 
reipiest  for  the  copy. 

Section  134()5(e)  apjilies  by  its  terms 
only  to  ])rotec:ted  health  information  in 
I'iHRs.  Ilowever,  incorporating  these 
new  provisions  in  such  a  limited 
manner  in  the  Privacy  Rule  could  result 
in  a  complex  set  of  disparate 
nupiirements  for  access  to  jirotected 
health  information  in  EHR  svstems 
versus  other  types  of  electronic  records 
systems.  As  .such,  the  Department 
])ro])osed  to  use  its  authority  under 
.section  2()4(c)  of  HIPAA  to  pre.scribe  the 


rights  individuals  should  have  with 
respect  to  their  individually  identifiable 
health  information  to  strengthen  the 
right  of  access  as  provided  under 
section  134()5(e)  of  the  HITECH  Act 
more  uniformly  to  all  jirotected  health 
information  maintained  in  one  or  mori! 
designated  record  sets  electronically, 
regardle.ss  of  whether  the  designated 
record  .set  is  an  EHR.  The  public 
comments  and  final  regulation  on  the 
scojje  are  discussed  here.  'I’he  propo.sed 
amendments  to  each  provision 
im])licated  by  .section  134()5(e),  together 
with  the  pnhlic  comments  and  final 
regulation,  are  discussed  more 
sjiecifically  in  separate  sections  below. 

Overview  of  Public  Comments 

Most  commenters  were  ojjjiosed  to 
the  proposal  to  expand  the  scojje  of  the 
individual  access  provision  to  include 
all  electronic  designated  record  sets  and 
favored  limiting  the  reipiirement  to 
EHRs.  These  commenters  felt  that 
limiting  the  access  provision  to  EHRs 
was  consi.stent  with  congressional  intent 
and  (jnestioned  the  authority  of  the 
Department  to  expand  the  scope, 
(ionunenters  also  argued  that  having 
disparate  reijuirements  for  different 
systems  wonld  not  he  confusing,  and 
reijuiring  electronic  acce.ss  to  electronic 
designated  record  sets  that  are  not  EHRs 
wonld  he  highly  burdensome  for 
covered  entities.  Specifically, 
commenters  .stated  that  the  pro])osed 
requirement  for  electronic  accixss  would 
include  numerous  tyiKi.s  of  legacy 
sy.stems,  many  of  which  are  incajiahle  of 
producing  reports  in  easily  readable 
formats  that  can  be  transmitted 
electronically.  The.se  commenters 
indicated  that  a  significant  amount  of 
information  technology  development 
and  investment  would  be  needed  to 
comply  with  this  requirement  if  it 
aiiplies  to  all  electronic  designated 
record  sets. 

A  niimher  of  consumer  advocates 
supjjorted  the  expanded  .sco|)e  to 
include  all  electronic  designated  records 
sets  in  addition  to  EHRs.  These 
commenters  felt  that  this  woidd  provide 
complete  transjiarency  for  consumers, 
hel])  individuals  gain  acce.ss  to  their 
medical  records  and  make  better- 
informed  decisions  about  their  health 
care,  and  jjromote  consi.stent  and 
uniform  practices. 

Final  Rule 

The  final  rnle  adopts  the  jiroposal  to 
amend  the  Privacy  Rule  at 
S  1(i4.524(c)(2)(ii)  to  reipiire  that  if  an 
individual  reipiests  an  electronic  copy 
of  ju’otected  health  information  that  is 
maintained  electronically  in  one  or 
more  designated  record  sets,  the  covered 


entity  must  provide  the  individual  with 
access  to  the  electronic  information  in 
the  electronic  form  and  format 
requested  by  tbe  individual,  if  it  is 
readily  producible,  or.  if  not,  in  a 
nnidable  electronic  form  and  format  as 
agreed  to  by  the  covered  entity  and  the 
individual.  In  such  cases,  to  the  extent 
possible,  we  expect  covered  entities  to 
provide  the  individual  with  a  machine 
readable  copy  of  tbe  individual’s 
protected  health  information.  The 
Department  considers  machine  readable 
data  to  mean  digital  information  stored 
in  a  standard  format  enabling  the 
information  to  he  proces.sed  and 
analyzed  by  computer.  For  example, 
this  would  include  providing  the 
individual  with  an  electronic  copy  of 
the  protected  health  information  in  the 
format  of  MS  Word  or  Excel,  text, 

HTML,  or  text-based  PDF,  among  other 
formats. 

We  disagree  with  commenters  that 
(jnestioned  the  Department’s  authority 
to  extend  the  strengthened  electronic 
access  right  to  all  protected  health 
information  maintained  eliictronicallv 
in  (hisignated  nicord  sets,  and  believe 
that  this  extended  electronic  right  of 
access  is  important  for  individuals  as 
covered  entities  increasingly  transition 
from  pajier  to  electronic  records.  With 
regard  to  the  additional  burdens  on 
covered  entities,  we  note  that  providing 
acce.ss  to  protected  health  information 
held  in  electronic  designated  record  sets 
was  already  recjuired  under  the  Privacy 
Rule  at  ^  184.524,  which  apjilies  to 
jirotected  health  information  in  both 
pajjer  and  electronic  designated  record 
sets,  and  which  riujuires  providing  the 
cojjy  in  the  form  and  format  requested 
by  the  individual,  including 
electronically,  if  it  is  readily  producible 
in  such  form  and  format.  We  anticijiate 
the  additional  burden  to  be  small  due  to 
the  flexibility  permitted  in  satisfying 
this  new  requirement,  as  di.sc.us.sed  in 
the  section  on  Form  and  Format. 

Res])onse  to  Other  Public  Comments 

(k)nniwnt:  Some  commenters  worried 
that  giving  individuals  access  to 
administrative  systems  (in  contra.st  to 
clinical  systems)  wonld  pre.sent  a 
•security  concern  to  covered  entities. 

/fe.s/jon.se;  Covered  entities  are  not 
re(|uir(!d  by  this  jirovision  to  jirovide 
individuals  with  direct  access  to  their 
systems.  They  mu.st  only  provide 
individuals  with  an  electronic  cojiy  of 
their  protected  health  information. 

Comment:  Commenters  recpiested 
clarification  on  what  constitutes  an 
EHR. 

Response:  Under  this  final  rule,  the 
requirement  to  provide  individuals  with 
acce.ss  to  an  electronic  cojiy  includes  all 
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|)rote(:ted  health  information 
maintained  in  an  electronic  designated 
n;cord  set  held  hy  a  covered  (mtity. 
Hecau.se  we  are  not  limiting  tlie  right  of 
ehnlronic  access  to  FflRs.  we  do  not 
Indieve  there  is  a  need  to  define  or 
further  clarify  the  term  at  tliis  time. 

Commen/;  One  commenter  recjiiested 
clarification  that  this  electronic  acce.ss 
ii!(|uirement  preemjits  .State  laws  that 
diminish,  block,  or  limit  individual 
acc;ess  to  their  records. 

linsponsfi:  We  clarify  that  this  llIPAA 
electronic  right  of  acce.ss  reijuirement 
does  jireempt  contrary  .State  law  unless 
such  law  is  more  stringent.  In  the  case 
of  right  of  access,  more  stringent  means 
that  such  .State  law  jiermits  greater 
rights  of  acce.ss  to  the  individual. 

Com/ne/if:  .Several  commenters  sought 
clarification  of  how  the  new  e-access 
provisions  would  apply  to  business 
a.ssociates.  One  commenter  asked 
whether  business  associates  could 
continue  to  provide  patients  acce.ss  to 
records  when  jiermitted  and  acting  on 
behalf  of  a  covered  entity.  Another 
commenter  asked  whether  business 
associates  are  reipiired  to  provide 
information  to  covered  entities  and  not 
to  individuals  directly.  One  commenter 
was  ojiposed  to  direct  access  from  a 
husiness  associate  because  of  security 
concerns  and  increased  burden  on 
hiisine.ss  associates  if  corrections  are 
needed. 

lit^sponsn:  How  and  to  what  extent  a 
hiisine.ss  associate  is  to  sujiport  or  fulfill 
a  covered  entity's  obligation  to  provide 
individuals  with  electronic  access  to 
their  records  will  he  governed  hv  the 
business  associate  agreement  between 
the  covered  entity  and  the  hiisine.ss 
associate.  For  example,  the  business 
associate  agreement  may  provide  for  the 
business  as.sot;iate  to  give  copies  of  the 
retpiested  information  directly  to  the 
individual,  or  to  the  covered  entity  for 
the  covered  entity  to  provide  the  copies 
to  the  individual.  There  is  no  sejiarate 
re(|uirenient  on  business  a.ssociates  to 
provide  individuals  with  direct  acce.ss 
to  their  health  records,  if  that  is  not 
what  has  lieen  agreed  to  between  the 
covered  entity  and  the  business 
associate  in  the  business  associate 
agreement. 

a.  Form  and  Format 
Projiosed  Rule 

.Section  1()4.. 524(c)(2)  of  the  Privacy 
Rule  currently  requires  a  covered  entitv 
to  provide  the  individual  with  access  to 
the  jirotected  health  information  in  the 
form  or  format  reijiiested  by  the 
individual,  if  it  is  readilv  producible  in 
such  form  or  format,  or,  if  not.  in  a 
readable  hard  copy  form  or  such  other 


form  or  format  as  agreed  to  by  the 
covered  entity  and  the  individual. 

.Section  134()5(e)  of  the  Hl'l'Etdl  Act 
expands  this  requirement  by  explicitly 
reiiuiring  a  covered  entity  that  uses  or 
maintains  an  EUR  with  respect  to 
protected  health  information  to  jirovide 
the  individual  with  a  copy  of  such 
information  in  an  electronic  format. 

We  proposeil  to  implement  this 
statutory  provision,  in  conjunction  with 
our  broader  authority  under  section 
2(i4(c)  of  HIPAA,  by  requiring,  in 
pro])osed  §  104. 524(c)(2)(ii),  that  if  the 
Jirotected  health  information  reijiiested 
is  maintained  electronically  in  one  or 
more  designated  record  sets,  the  covered 
entity  must  jirovide  the  individual  with 
access  to  the  electronic  information  in 
the  electronic  form  and  format 
reijuested  by  the  individual,  if  it  is 
readily  jiroducihle,  or,  if  not,  in  a 
readable  electronic  form  and  format  as 
agreed  to  by  the  covered  entity  and  the 
individual.  This  jirovision  would 
require  any  covered  entity  that 
electronically  maintains  the  jirotected 
health  information  ahout  an  individual, 
in  one  or  more  designated  record  sets, 
to  Jirovide  the  individual  with  an 
electronic  cojiy  of  such  information  (or 
.summary  or  exjilanation  if  agreed  to  by 
the  individual  in  accordance  with 
jirojiosed  1(i4.524(c)(2)(iii))  in  the 
electronic  form  and  format  requested  or 
in  an  otherwise  agreed  ujion  electronic 
form  and  format.  While  an  individuars 
right  of  access  to  an  electronic  cojiy  of 
Jirotected  health  information  is 
currently  limited  under  the  Privacy  Rule 
by  whether  the  form  or  format  reijuested 
is  readily  jiroducihle,  covered  entities 
that  maintain  such  information 
electronically  in  a  designated  record  .set 
would  he  required  under  these  projiosed 
niodifit:ation.s  to  jirovide  some  tyjie  of 
electronic  cojiy,  if  reijuested  by  an 
individual. 

Because  we  did  not  want  to  hind 
covered  entities  to  .standards  that  may 
not  yet  he  technologically  mature,  we 
jirojio.sed  to  jiermit  covered  entities  to 
make  some  other  agreement  with 
individuals  as  to  an  alternative  means 
by  which  they  mav  jirovide  a  readable 
eiectronic  cojiy  to  the  extent  the 
requested  means  is  not  readily 
Jiroducihle.  If,  for  examjile,  a  covered 
entity  receivi.-d  a  request  to  jirovide 
electronic,  acce.ss  via  a  secure  weh-ha.sed 
jiortal,  hut  the  only  readilv  jiroducilile 
version  of  the  jirotected  health 
information  was  in  jiortalile  docimient 
format  (I’DF),  jirojiosed 

l(i4.524(c)(2)(ii)  would  require  the 
covered  entity  to  jirovide  the  individual 
with  a  PDF  cojiy  of  the  jirotected  health 
information,  if  agreed  to  hv  the  covered 
entitv  and  the  individual.  We  noted  that 


while  a  covered  entity  mav  jirovide 
individuals  with  limited  access  rights  to 
their  FUR.  such  as  through  a  secure 
weh-ha.sed  jiortal,  nothing  under  the 
current  Rule  or  jirojiosed  modifications 
would  reijiiire  a  covered  entity  to  have 
this  cajialiility. 

We  noted  that  the  ojition  of  arriving 
at  an  alternative  agreement  that  .satisfies 
both  jiarties  is  already  jiart  of  the 
reijiiirement  to  jirovide  access  under 
§  l(i4.524(c)(2)(i).  .so  extension  of  such  a 
reijuirement  to  electronic  acce.ss  should 
jire.sent  few  imjilementation  difficulties, 
iuirther,  as  with  other  di.sclosures  of 
Jirotected  health  information,  in 
jiroviding  the  individual  with  an 
electronic  cojiy  of  jirotected  health 
information  through  a  weli-liased  jiortal, 
email,  on  jiortalile  electronic  media,  or 
other  means,  covered  entities  should 
ensure  that  reasonable  safeguards  are  in 
jilace  to  jirotect  the  information.  We 
al.so  noted  that  the  jirojiosed 
modification  jiresumes  that  covered 
entities  have  the  cajialiility  of  jiroviding 
an  electronic  cojiy  of  jirotected  health 
information  maintained  in  their 
designated  record  .set(.s)  electronically 
through  a  secure  weh-hased  jiortal.  via 
email,  on  jiortalile  electronic  media,  or 
other  manner.  We  invited  jiulilic 
comment  on  this  jiresumjition. 

Overview  of  Public  Comments 

We  received  many  comments  and 
reijuests  for  clarification  and  guidance 
regarding  the  jiermitted  methods  for 
offering  jirotected  health  information  on 
electronic  media,  and  the  accejitahle 
form  and  format  of  the  electronic  cojiy. 
.Several  commenters  suggested  that 
covered  entities  he  jiermitted  flexibility 
in  determining  available  electronic 
formats  and  requested  clarification  on 
what  is  considered  “readily 
Jiroducihle.”  These  commenters 
exjires.sed  concerns  that  a  limited 
numlier  of  jiermi.ssihle  electronic 
formats  may  result  in  a  situation  where 
Jirotected  health  information  could  not 
he  converted  from  a  jiarticular 
electronic  .system.  Other  commenters 
indicated  that  there  should  he  minimum 
.standards  and  clearly  defined  media 
that  are  jiermissihle  to  meet  this 
reijuirement.  One  commenter  felt  that 
this  reijuirement  is  imjiortant  hut 
should  be  deferred  until  covered  entities 
have  imjiroved  their  technological 
cajialiilities. 

Many  commenters  reijuested  guidance 
on  how  to  jiroceed  if  a  covered  entity 
and  an  individual  are  unalile  to  come  to 
an  agreement  on  the  medium  of  choice 
and  what  is  exjiected  in  terms  of 
accommodating  the  individual’s 
medium  of  choice.  .Some  commenters 
suggested  various  alternate  solutions  if 
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an  agreiMiKMit  cannot  be  njached, 
including  any  readily  producible 
format.  PDF,  or  hard  copy  ])rotecte(l 
health  information.  Some  covered 
entities  felt  that  individuals  should  not 
have  an  iinlimitcul  choice  in  terms  of  the 
(dectronic  media  thev  are  willing  to 
accept,  and  should  only  he  permitted  to 
confine  their  choices  of  electronic 
media  to  a  coii|)le  of  o])tions  that  the 
covered  entity  has  available. 

Final  Rule 

The  final  rule  adopts  the  propo.sal  to 
nuiuiri!  covered  entities  to  |)rovide 
electronic  information  to  an  individual 
in  the  electronic  form  and  format 
recpiested  by  the;  individual,  if  it  is 
readily  producible,  or,  if  not.  in  a 
readable  electronic:  form  and  format  as 
agrcied  to  by  the  covciied  entity  and  the 
individual.  VVe  rec:ognize  that  what  is 
available  in  a  readable  elec:tronic  form 
and  format  will  vary  by  system  and  that 
covccred  entities  will  continue  to 
improve  their  tec:hnological  c:apahilitic:s 
over  time;.  VVe  thc;reforc;  allow  c:ovc!red 
entities  the  flexihility  to  jjrovicle  readilv 
producihlc;  elec:tronic:  copies  of 
])rc)tec:ted  health  information  that  are 
c:urrently  available  on  their  various 
systems.  A  c:overc!cl  entity  is  not 
rc;c|nirc;d  to  jmrcihase  nenv  .software  or 
.systems  in  orclcjr  to  acc:c)mmoclate  an 
electronic  c:opy  recpiest  for  a  specific; 
form  that  is  not  readilv  prc)clnc:ihle  hv 
the  c:overc;d  entity  at  the  time  of  the 
reepuist,  providcul  that  the  c.ovcired  emtity 
is  able  to  provide  some  form  of 
elcictronic  copy.  VVe  note  that  some 
lc;gac:y  or  other  systems  may  not  he 
capable  of  providing  any  form  of 
elc;c:tronic  c;oi)y  at  prescait  and  ant ic:i pate 
that  some  covered  entiticjs  may  need  to 
make  some  investmemt  in  order  to  meet 
the  basic:  rcKiuirement  to  provide  some 
form  of  elec:tronic;  c:o]3v. 

VVe  agrexi  with  c:overed  entities  that 
individuals  .should  not  have  an 
imlimitcHl  c:hoic:e  in  the  form  of 
elc;c:tronic:  c:oj)y  reejuested.  Howewer, 
c;ovc5red  entities  mu.st  still  provide 
individuals  with  some  kind  of  rc;adahle 
elc;c;tronic:  c:c)py.  If  an  individual 
rcMjiicJsts  a  form  of  elc;c;tronic:  c:c)py  that 
the  c:overc!d  entity  is  unable  to  produc:e, 
the  c:c)verc;cl  entity  mu.st  offer  other 
el(;c:tronic  formats  that  are  available  on 
their  systems.  If  the  individual  clcu:lines 
to  ac:c:e])t  any  of  the  el(!c:trc)nic:  formats 
that  are  readily  prochic:ihle  by  the 
c:overecl  entity,  the  c:c)vc?recl  entity  must 
provide  a  hard  c:opy  as  an  o])tion  to 
fcdfill  the  ac:c:e.s.s  rcKpiest.  While  we 
remain  neutral  on  the  type  of 
technology  that  c:ovc!recl  entiticis  may 
adopt,  a  PDF  is  a  widely  recognized 
format  that  woidd  .satisfy  the  elcu;tronic; 
ac:c:c}.ss  recjuirement  if  it  is  the 


individual’s  recpiested  format  or  if  the 
individual  agrees  to  ac:c:ept  a  PDF 
instead  of  the  individual’s  recpiested 
format.  Alternatively,  there  may  he 
c:irc:mn.stanc:e.s  where  an  individual 
jirefers  a  simide  text  or  ric.h  text  file  and 
the  c:overed  entitv  is  able  to 
ac:c:ommoclate  this  preferenc:e.  A  hard 
c:c)py  of  the  individual’s  prc)tec:tecl 
health  information  would  not  satisfy  the 
elec:tronic:  ac:c:ess  recpiirement.  However, 
a  hard  c:oi)y  may  he  provided  if  the 
individual  dec;icles  not  to  ac:c:e})t  any  of 
the  elec;tronic;  formats  offered  by  the 
c:overecl  entity. 

Re.s])onse  to  Other  Public:  Comments 

Comnien/;  Several  c;overed  entities 
c:ommented  on  the  form  of  a  recpie.st  for 
ac:c;e.s.s  to  elec:tronic:  ])rc)tec:ted  health 
information.  .Some  expre.ssed 
ap])rec:iation  for  jiermitting  an  elec:tronic: 
recjiiest  j)roc;es.s,  inc:hiding  e-signatures 
and  anthentic:ation.  .Some  expre.ssed 
opposition  to  the  recjuirement  for  a 
signed  recpie.st  in  writing,  as  it  would  he 
highly  hnrden.some  and  c;aii.se  delays. 
Covered  entities  sought  gnidanc;e  on 
elements  that  would  he  recjiiirecl  or 
liermitted  in  a  recpie.st  form  for 
individuals. 

lhiS})ons(i:  VVe  c:larify  that  the 
recjuirement  at  ^  184. .524(h)(1),  whic:h 
states  that  the  covered  entity  may 
reejuire  indivichials  to  make  reejuests  for 
ac;c;e.ss  in  writing,  jirovided  that  it 
informs  individuals  of  snc.h  a 
recjuirement,  remains  inic:hanged. 
Therefore,  c:overecl  entities  may  at  their 
ojition  reejuire  individuals  to  make 
reejuests  for  elec;tronic:  c:oj)ie.s  of  their 
j)rotec:ted  health  information  in  writing. 
VVe  note  that  the  Privac:y  Rule  allows  for 
elec:trcmic;  cloc:umenls  to  cjualify  as 
written  doc.uments,  as  well  as  elec;tronic; 
signatures  to  satisfy  any  reejuirements 
for  a  signature,  to  the  extent  the 
signature  is  valid  under  ajii)lic:ahle  law. 
If  the  c:overecl  entity  c:hc)o.ses  to  reejuire 
a  written  reejnest,  it  has  flexihility  in 
determining  what  information  to  jnit 
into  the  recjiiest  form.  However,  the 
reejnest  form  may  not  he  in  any  way 
designed  to  cli.sc:oiirage  an  individual 
from  exerc;i.sing  his  or  her  right.  A 
c:overed  entity  may  also  c:hc)ose  to 
ac:c:ej)t  an  indiyichial’s  oral  reejnest  for 
an  elec:tronic:  c;oj)y  of  their  j)rotec:ted 
health  information  without  written 
signature  or  cloc:nmentation. 

(Anunmnt:  We  rec:eived  several 
c:c)mment.s  on  the  c:ontent  that  c;overecl 
entities  are  recjiiirecl  to  jirovide  in 
resjion.se  to  an  elec:tronic:  ac:c:e.s.s  recjiiest. 
.Some  c:ommenter.s  felt  that  there  should 
he  a  defined  mininuim  .set  of  data 
elements  to  satisfy  this  recjuirement, 
jiarticularly  for  non-EHR  data.  Ciovered 
entities  akso  reejuested  clarific:ation  on 


how  to  handle  links  to  images  or  other 
data. 

nnsponsa:\\h'.  clarify  that  just  as  is 
c:nrrently  recjiiirecl  for  hard  c:oj)y 
j)rotec:tecl  health  information  ac:c:es.s 
reejuests,  c;c)verecl  entities  must  jirovide 
an  elec:trc)nic;  c;c)j)y  of  all  jn’otec:tecl 
health  information  about  the  individual 
in  an  elec:tronic:ally  maintained 
designated  rec:ord  set.  excejit  as 
otherwise  jirovided  at  §  184. .524(a).  If 
the  designated  rec:orcl  set  includes 
elec;trouic:  links  to  images  or  other  data, 
the  images  or  other  data  that  is  linked 
to  the  designated  rec:orcl  .set  mu.st  akso  he 
included  in  the  elec;trouic:  cojiy 
Jirovided  to  the  individual.  The 
elec;trcini''  c:ojiy  must  contain  all 
jirotec:ted  health  information 
elec:trcinic;ally  maintained  in  the 
designated  record  .set  at  the  time  the 
recjiie.st  is  fulfilled.  The  individual  mav 
reejnest,  however,  only  a  jicirticin  of  the 
jirotec'.ted  health  information 
elec;tronic:ally  maintained  in  the 
designated  rec;circl  .set,  in  whic;h  c:a.se  the 
i;civered  entit\  is  only  recjiiirecl  to 
Jirovide  the  reejuested  information. 

(A)innwnt:  Cue  c:cinuuenter  as.serted 
that  the  recjiie.st  for  jirotected  health 
information  should  only  ajijily  to 
jirotec:ted  health  information  the 
c:civerecl  entity  has  at  the  time  of  the 
recjiiest,  not  any  additional  jircitec:tecl 
health  information  that  it  obtains  while 
jircic:e.ssing  the  recjiiest. 

Haspoiise:  \Vh;  c;larify  that  the 
elec;tronic:  i:ojiy  must  reflec:t  all 
elec;lrcinic:  jirotec:ted  health  information 
held  hv  the  c;overed  entity  in  a 
designated  record  set,  or  the  subset  of 
elec;tronii;  jirotec:teci  health  information 
.sjiec;ific:ally  reejuested  by  the  individual, 
at  the  time  the  recjiiest  is  fulfilled. 

Comineint:  One  c:onimenter  asked  for 
c:onfirniation  that  the  new  elec;tronii: 
recjuirement  does  not  include  a 
reejuiremeut  to  sc.an  jiajier  and  jirovide 
elec:trcinic  i:ojiie.s  of  rec:ord.s  held  in 
jiajier  form. 

UnsponsH:  We  c:larify  that  c:civerecl 
entities  are  not  recjiiirecl  to  sc:an  jiajier 
clcic;nment.s  to  jirovide  elec;trcinic;  c:cijiies 
of  rec:circl,s  maintained  in  hard  c:cijiy.  We 
note  that  for  c:civerecl  entities  that  have 
mixed  media,  it  may  in  some  cases  he 
easier  to  .sc:an  and  jirovide  all  rec:circl.s  in 
elec:trcinic:  form  rather  than  jirovide  a 
c;cimhinaticin  of  elec;trcinic:  and  hard 
c;ojiie.s,  however  this  is  in  no  wav 
recjiiirecl. 

Comment:  Many  c;cimmenter.s 
exjiressed  .sec;iirity  c:cinc:ern.s  related  to 
this  new  recjuirement.  Oovered  entities 
felt  that  they  should  not  have  to  use 
portable  clevic:e.s  hreinght  by  individuals 
(jiartic:iilarly  flash  drives),  due  to  the 
security  risks  that  this  would  introduce 
to  their  systems.  .Some  c:overed  entities 
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additionally  asserted  tliat  re(|uiring  the 
u.se  ol  indivi(lually-supj)li(ul  media  is 
prohibited  by  the  Secairity  Rule,  ha.sed 
on  the  risk  analysis  determination  ol  an 
imaceeptahle  risk  t(j  the  conlidentiality. 
integrity  and  availability  ol  the  covered 
entitv's  electronic  ])rotected  health 
information. 

lU^sponsi;:  We  acknowledge;  these; 
se;e:urity  e:e)ne:e;rns  anel  agre;e;  with 
e;e)mme;nte;rs  that  it  may  ne)t  he; 
a|)pre)])riate;  ie)r  e:e)vere;el  e;ntitie;s  te; 
ae:e:e;|)t  the;  use;  e)fe;xte;rnal  peertahle 
me;elia  on  their  systems.  (x)V(;re;el  entities 
are;  r(;e]nir(;el  by  the;  Se;e:urity  Rule  to 
pe;rle)rm  a  risk  analysis  relateel  te;  the; 
pe)te;ntial  u.se;  e)f  external  pe)rtal)le;  meelia. 
anel  are;  ne)t  re;ejuire;el  te;  ae:e:e;pt  the; 
e;xte;rnal  me;dia  if  they  eletermine;  the;re; 
is  an  imae;e:eptahle;  k;ve;l  e)f  risk. 

Henvever.  e:e)vere;el  entitie;s  are  not  the;n 
l)e;rmitte;el  to  re;ejuire;  inelivieluals  te; 
pureliase  a  j)e)rtahle;  me;elia  ele;vie:e;  freem 
the;  e;e)ve;re;el  e;ntity  if  the;  inelivielual  ele)e;s 
ne)t  wish  te;  ele;  se).  The;  inelivielual  may 
in  siie:h  e:a.se;s  e)pt  te)  re;e;e;ive;  an 
alternative;  fe)rm  e)f  the;  e;h;e:tre)nie:  e:e)j)y 
e)f  the;  pre)te;e;te;el  he;alth  infe)rmatie)n. 
sue:h  as  threeugh  email. 

C.ommtmt:  Several  e;e)mme;nte;rs 
sj)e;e:ifie:allv  e:e)mme;nte;el  e)n  the;  e)ptie)n  te) 
pre)viele;  e;le;e:tre)nie;  pre)te;e:te;el  health 
infe)rmatie)n  via  ime;ne:ryj)te;el  e;mail. 
(;e)V(;re;el  e;ntitie;.s  re;e|ne;ste;el  e:larifie:atie)n 
that  the;y  are;  i)e;rmitte;el  te)  senel 
inelivieluals  nne;ne:rvpte;el  eanails  if  the;v 
have;  aelvise;el  the;  inelivielual  e)f  the;  risk, 
anel  the;  inelivielual  still  pre;fe;rs  the; 
mu;ne;rv])te;el  e;mail.  Se)me;  felt  that  the; 
"ehitv  te)  warn"  inelivieluals  e)f  risks 
asse)e;iate;el  with  une;ne;ryi)te;el  email 
we)nlel  he;  iinehdy  hurele;nse)me;  e)n 
e;e)ve;re;el  e;ntitie;.s.  (;e)ve;r(;el  e;ntitie;s  alse) 
re;eiue;.ste;el  e;larifie:alie)n  that  they  weeulel 
ne)t  he;  re;sj)e)nsil)le  leer  l)re;ae:h 
ne)tifie;atie)n  in  the  e;ve;nt  that 
unauthe)rizeel  ae;e:e;ss  of  pre)te;e:te;el  he;alth 
informatie)!!  e)e:e:urre;ei  as  a  result  of 
.seneling  an  ime;ne:rvpte;el  email  ha.seel  on 
an  inelivielual's  re;epie;.st.  Finallv.  one; 
e;e)mme;nfe;r  e;m|)hasize;el  the;  imj)e)rtane;e; 
that  inelivieluals  are;  alle)we;el  te)  ele;e:iele;  if 
the;y  want  to  re;e;e;ive;  une;ne:rvpteel 
eanails. 

littsjyonsu:  We;  elarifv  that  e:e)ve;re;el 
e;ntitie;.s  are;  pe;nnitte;el  te;  .se;nel 
inelivieluals  une;ne:rvpte;el  eanails  if  the;y 
have;  aelvi.se;el  the;  inelivielual  of  the;  risk, 
anel  the;  inelivielual  still  j)re;f(;r.s  the; 
une;ne;rvpte;el  email.  We;  elisagr(;e;  that  the; 
“eluty  te)  warn"  inelivieluals  e)f  risks 
a.s.se)e:iate;el  with  une;ne:rvpte;el  e;mail 
we)idel  he;  unehdv  hurele;nse)me;  e)n 
e:e)ve;ie;el  e;ntitie;s  anel  he;lie;ve;  this  is  a 
ne;e:e;ssarv  step  in  pre)te;e:ting  the; 
pre)te;e:te;el  he;alth  infe)nnation.  We;  ele)  ne)t 
e;xpe;ct  e:e)V(;re;el  e;ntitie;s  te;  e;elue:ate; 
inelivieluals  aheeut  e;ne;ryptie)n 
te;e;hne)le)gy  anel  the;  infe)rmatie)n 


se;e;urity.  Rathe;r,  we;  me;re;ly  e;xp(;e;t  the; 
e:e)ve;re;el  e;ntity  te)  ne)tifv  the;  inelivielual 
that  the;re;  may  he;  .se)me;  level  e)f  risk  that 
the;  infe)rmatie)ji  in  the;  email  e:e)idel  he; 
re;ael  by  a  thirel  party.  If  inelivieluals  are; 
ne)tifie;el  e)f  the;  ri.sks  anel  still  pre;fe;r 
une;ne:rvpte;el  e;mail.  the;  inelivielual  luis 
the;  right  te)  re;e;e;ive:  pre)te;e:te;el  he;<dth 
infe)rmatie)n  in  thiit  weiy,  iinel  e:e)ve;re;el 
e;ntitie;s  are;  ne)t  re;spe)usil)le;  leer 
unauthe)rize;el  ;ie:e;e;ss  e)f  pre)te;e:te;ei  he;alth 
informatie)!!  while;  in  transmissie)!!  te)  the; 
inelivielual  hiise;el  e)n  the;  iuelivielual’s 
re;e}ue;st.  Further,  e;e)ve;re;el  entities  are;  ne)t 
re;spe)nsil)le;  fe)r  safe;guareling  infe)rmatie)n 
e)ne;e;  elelivereel  te)  the;  inelivielual. 

1).  Thirel  l’artie;.s 
Pre)pe)se;el  Rule; 

Se;e:tie)u  l()4..524(e:)(.3)  e)f  the;  Frivae;y 
Rule;  euirrently  re;eiuire;s  the;  e:e)ve;re;el 
entity  te)  pre)viele;  the;  ae:e;e;.ss  re;eiue;ste;el  by 
the;  inelivielual  in  a  timelv  manner, 
whie;h  ine:luele;.s  jirnmging  with  the; 
inelivielual  fe)r  a  e;e)nve;nie;nt  time;  iinel 
plae:e;  te)  ins])e;e:t  e)r  e)l)tain  ii  e:e)|)V  e)f  the; 
j)re)te;e:te;el  heeiilth  infe)rmatie)n,  e)r  mailing 
the;  e;e)py  eif  pre)te;e:te;el  he;alth  infe)rm<itie)n 
iit  the;  inelivielual’s  re;eiue;st.  The; 
De;p<irtme;nt  hael  |)re;vie)uslv  inte;rpre;te;el 
this  i)re)visie)n  as  re;e]uiring  <!  e;e)ve;re;ei 
e;ntity  te)  iiiiiil  the;  exipy  e)f  pre)te;e:te;el 
he;alth  infeirmatie)!!  te)  an  alternative; 
aelelress  re;epie;ste;el  by  the;  inelivielual. 
pre)viele;el  the;  re;e]ue;.st  was  e:le;arlv  lUiiele 
by  the;  inelivielual  anel  neit  <i  thirel  piirtv. 
Se;e:tie)n  1 .34().')(e;)(l )  e)f  the;  HI  TFCIH  Ae:t 
pre)viele;s  that  if  the;  inelivielual  e:he)e)se;.s. 
he;  eir  she;  has  a  right  te)  elire;i;t  the; 
e;e)ve;re;el  eaitity  te)  triinsmit  iin  e;le;e:tre)nic 
e:e)|)y  eif  pre)te;e:te;ei  he;alth  infe)rmatie)n  in 
iin  FflR  elire;e;tly  te)  an  entity  e)r  person 
ele;signate;el  hv  the;  inelivieluiil.  preivieleel 
that  such  e;he)ie;e;  is  e;le;<u'.  e;on.s])ie.ue)us. 
iinel  spe;e:ifie:. 

Baseel  em  se;e:tie)n  1 34().5(e;)(l )  eif  the; 
HITECH  Ae;t  anel  our  autheirity  uneler 
.se;e:tie)n  2()4(e:)  eif  HIP.AA.  we  preipeiseel 
to  eixpanel  1()4. 524(c)(3)  to  e;x|)re;ssly 
preiviele;  that,  if  ri;e]ue;.steel  by  an 
inelivielual,  a  e:e)ve;re;el  entity  must 
tran.smit  the;  e;e)|)y  eif  pre)te;e:te;el  he;alth 
infeirmatiem  elire;e:tly  te)  aneither  persem 
ele;signate;el  by  the;  inelivieluiil.  This 
jiropo.seiel  amenelmeint  is  eionsistent  with 
the;  De;partme;nt’s  iirior  interjiretiition  em 
this  issue;  anel  weiiilel  iijiplv  without 
re;garel  to  whether  the;  j)re)te;e;te;el  heiilth 
infeirmation  is  in  e;le;e;tre)nie:  or  paper 
form.  We;  pro])e).se;el  tei  im])leme;nt  the; 
re;epiire;me;nt  e)fse;e:tie)n  1 34()5(e;)(l )  that 
the;  inelivielual's  “e;hoie;e;  |l)e;|  e:le;ar. 
eiemspieaiems,  iinel  speiedfie:"  by  re;eiuiring 
that  the;  inelivieluiir.s  re;epie;.st  he;  “in 
writing,  .signe;el  by  the;  inelivielual,  anel 
e:le;arly  ielentify  the;  ele;signiite;el  j)e;r.se)n 
anel  where;  tei  seaiel  the;  e:e)py  of  pre)te;e:te;el 
he;alth  informatiem.”  We;  ne)te;el  that  the; 


Briviie:y  Rule;  alleiws  feir  e;le;e;tre)nie; 
eleieaiments  tei  eiualify  as  writte;n 
eleieaunents  feir  ])ur])e)se;s  eif  me;e;tiug  the; 
Rule;'s  re;e|uire;me;nts,  iis  well  as 
e;le;e:tre)nie;  sigiiiitures  tei  siitisfv  any 
re;eiuire;me;nts  feir  a  signature;,  tei  the; 
e;xte;nt  the;  sigiiiiture  is  Viiliel  uneler 
iipplie:iil)le;  liiw.  Thus,  ii  e:e)ve;n;el  entity 
exmlel  eanpleiy  iin  e;le;e:tre)nie:  pre)e;e;ss  feir 
re;e:e;iving  iin  inelivieluiirs  re;e]ue;st  to 
triinsmit  a  eaipy  of  jiroteeleel  he;iilth 
infeiriiiiition  te)  his  eir  her  eie;sigiie;e;  uneler 
this  jireiposeel  preivisiem.  Whe;ther  the; 
])re)e;ess  is  e;le;e:tre)nie:  eir  piipe;r-hiise;el,  ii 
exivereel  entity  must  implement 
reii.seinahle  ])e)lie:ie;s  anel  ])re)e:e;elure;s 
uneler  §  1()4. 514(h)  to  ve;rify  the;  ielentity 
e)f  any  persem  whei  re;eiue;sts  ])re)te;e:te;el 
health  infeirmation.  as  well  as 
impleanent  reeasemahle  saleguarels  unele;r 
S  1()4.53()(c)  to  ])rote;e:t  the  infeirmatiem 
that  is  useel  eir  elise:le)se;el. 

Ove;rview  of  Buhlie:  Comments 

Commenteirs  re;epie;ste;el  ediirifieaitiem 
re;giireling  the  pre)])e)sal  tei  triinsmit  an 
e;le;i:tremie:  e:e)])y  eif  pre)te;e:teel  heiilth 
inlbrmation  to  aneither  ])e;rse)n 
ele;.signiite;el  by  the;  inelivielual.  In 
])iirtie:uliir.  e:e)vere;el  e;ntitie;s  semght 
e:liirifie;iitie)n  em  whether  eir  neit  an 
iiutheiriziitiem  is  reiepiireiel  ])rie)r  tei 
tninsmitting  the;  ri;e]ue;ste;el  elealremie: 
pre)te;e;te;el  health  infeirmatiem  to  a  thirel 
piirty  ele;signiite;el  by  the;  inelivieluiil. 

Some;  e:e)mme;nters  su])pe)rte;el  the;  iihility 
te)  ])re)viele;  e;le;e:tremie:  pre)tea:te;el  health 
infeirmatiem  ae;e:e;ss  to  thirel  piirties 
withemt  inelivielual  iiutheirizatiem,  while; 
eithers  felt  thiit  iiuthorizatiem  shemlel  he; 
reaiuireal.  Ce)ve;ri;el  entities  re;e|ue;.ste;el 
e:liirifie:iitie)n  that  the;y  are  not  liable 
when  making  re;asemiible;  e;ffe)rts  to  verify 
the;  ielentity  eif  a  thirel  party  re;e:i])ie;nt 
iele;ntifie;el  bv  the;  inelivieluiil. 

Final  Rule; 

The;  final  rule;  aeleijits  the;  iirojieiseel 
iime;nehne;nt  §  l()4.524(e;)(3)  to  expre.ssly 
jiroviele;  that,  if  reapieisteal  by  an 
inelivielual.  a  eaivereel  entitv  mu.st 
transmit  the;  e:e)])y  of  pre)te;e;te;el  he;iilth 
inlbrmation  elire;e:tly  tei  iineither  persem 
elesignateel  hv  the;  inelivielual.  In  eamtrast 
te)  either  re;e]ue;.sts  unele;r  1  (>4.524,  when 
ill!  inelivielual  elire;e:ts  the;  e;e)ve;re;el  entity 
te)  senel  the  eaipy  eif  pre)te;e:ti;el  health 
iidbrmatiem  tei  aneither  ele;signate;el 
])e;rse)n.  the;  re;eiue;st  mu.st  be;  maele  in 
writing,  signeel  by  the;  inelivielual,  anel 
elearly  iele;ntify  the  elesignateel  jiersem 
iinel  whe;re;  te)  senel  the  e:e)])y  eif  the; 
pre)te;e:te;el  he;iilth  inlbrmatiem.  If  a 
e:e)ve;re;el  entity  has  ele;e;ieli;el  tei  re;e|uire;  all 
ae;e;e;ss  re;e|ue;sts  in  writing,  the;  thirel 
party  re;e:ipient  infeirmatiem  anel 
signature;  by  the;  inelivielual  e;an  he; 
inchiele;el  in  the;  same  written  reeiuest;  nei 
iielelitiemal  or  separate  writtem  re;e]ue;st  is 
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n;(|iiiri!(l.  This  written  re(]uost  tor 
protected  health  information  to  l)e  .sent 
to  a  (l(!.signate(l  person  is  distinct  from 
an  autliorization  form,  which  contains 
many  additional  recpdred  statements 
and  ehanents  (se(;  §  l()4.5()8(c)).  (iovered 
entiti(;s  may  ndv  on  the  information 
provided  in  writing  hv  the  individual 
wh(!n  ])roviding  ])n)tected  health 
information  to  a  third  jjarty  n!ci|)ient 
identified  by  the  individual,  hut  must 
al.so  im])lem(mt  reasonable  ])olicie.s  and 
procedures  under  ^  l()4..514(h)  to  verify 
the  ichmtity  of  any  person  who  recpKists 
])rotected  health  information,  as  well  as 
implement  reasonable  .safeguards  under 
l(i4..53()(c)  to  protect  the  information 
that  is  used  or  disclosed.  For  example, 
reasonable  safeguards  would  not  nuiuire 
the  covered  entity  to  confirm  that  the 
individual  provided  the  correct  email 
address  of  the  third  party,  hut  would 
nujuire  reasonable  procedures  to  ensure 
that  the  ciwtired  entity  correc.tly  enters 
the  email  address  into  its  system. 

c.  Fees 

Proposed  Rule 

.Section  1(54. .524(c)(4)  of  the  Frivacv 
Rule  currently  j)ermit.s  a  covcinul  entity 
to  impo.se  a  reasonable,  cost-based  fee 
for  a  copv  of  ])rotected  health 
information  (or  a  summarv  or 
ex|)lanation  of  such  information). 

I  lowever,  such  a  fee  may  onlv  include 
the  cost  of:  (1)  The  supplies  for.  and 
labor  of.  copying  the  protected  health 
information;  (2)  the  po.stage  associatiul 
with  mailing  the  ])rotected  health 
information,  if  a])])licahle;  and  (3)  the 
prej)aration  of  an  ex])lanation  or 
summary  of  the  protected  health 
information,  if  agreed  to  by  the 
individual.  With  respect  to  providing  a 

coi) y  (or  summarv  or  explanation)  of 
protected  health  information  from  an 
liflR  in  electronic  form,  however, 

.section  13405 (e)(2)  of  the  HITECH  Act 
juovides  that  a  covered  entity  may  not 
charge  mon;  than  its  labor  costs  in 
responding  to  the  recpiest  for  the  copy. 

In  response  to  section  13405(e)(2)  of 
the  HITECH  Act,  we  |)roi)osed  to  amend 
§  104.524(c)(4)(i)  to  identify  separately 
the  labor  for  copying  protected  health 
information,  whether  in  pa|)er  or 
electronic  form,  as  one  fador  that  may 
he  included  in  a  reasonable  cost -based 
fe(!.  While  we  did  not  ])roj)ose  more 
detailed  considerations  for  this  factor 
within  the  regulatory  t(!xt,  we  retained 
all  ])rior  interjiretations  of  labor  with 
respect  to  pai)er  copie.s — that  is,  that  the 
labor  cost  of  copying  may  not  include 
the  costs  associated  with  searching  for 
and  retrieving  the  recpiesttul 
information.  With  res])ect  to  electronic 

coj) ie.s,  we  a.sserted  that  a  reasonable 


co.st-ha.sed  fee  includes  costs 
attributable  to  the  labor  involved  to 
review  the  access  nujnest  and  to 
produce  the  electronic  copv,  which  we 
(!X])ect(!d  would  he;  negligible.  However, 
we  did  not  consider  a  nni.sonahle  cost- 
ha.sed  let;  to  includi!  a  standard 
"njtrieval  fee"  that  doi!s  not  rcdlect  the 
actual  labor  costs  a.ssociated  with  tlu; 
retrieval  of  the  ehictronic  information  or 
that  reflects  charges  that  are  unndated  to 
the  individual’s  recpiest  (e.g..  the 
additional  labor  resulting  from  t(!chnical 
problems  or  a  workforc;e  nunuher's  lack 
of  ad(!(|uat(!  training).  We  invited  jiuhlic 
c:c)nuuent  on  thi.sas])ect  of  our 
rulemaking,  specifically  with  respect  to 
what  types  of  activities  related  to 
managing  electronic  access  re(]uests 
should  h(;  compensable  aspects  of  labor. 

We  also  projjosed  to  amend 
S  l(i4.524(c)(4)(ii)  to  provide  sej)arately 
for  the  cost  of  snjjplies  for  creating  the 
paper  coj)y  or  electronic  media  (i.e.. 
l)hvsical  nuidia  such  as  a  com])act  disc 
(CD)  or  univer.sal  .serial  hns  (ll.SB)  Hash 
drive),  if  the  individual  nupiests  that  the 
electronic  copy  hi;  ])rovided  on  i)ortahle 
media.  This  reorganization  and  the 
addition  of  the  ])hrase  “(dectronic 
media"  reflected  our  uuderstanding  that 
since  .s(!ction  134()5(e)(2)  of  the  HITECH 
Ac:t  |)(!rmits  only  the  inclusion  of  labor 
costs  in  the  charge  for  (dectronic  copies, 
it  by  implication  (ixclndes  charging  for 
the  supj)iie.s  that  are  n.sed  to  create;  an 
electronic  coi)y  of  the  individual’s 
protected  health  informatiou,  such  as 
the  hardware  (com])nters,  .scanners,  etc.) 
or  software  that  is  used  to  generate;  an 
e;le;e:tre)nie;  e:e)j)y  of  an  inelivielual’s 
preetee.'teel  health  infe)rmatie)n  in 
re;s])onse  to  an  ae:e:e;,s.s  re;e]ue;st.  We;  neeteel 
that  this  limitatie)!!  is  in  e:e)ntra.st  te)  a 
eiovereel  eaitity’s  ability  te;  e:harge;  for 
.seipplie;.s  feu’  harel  e;e)pie;.s  e)f  pre)te;e;te;el 
he;alth  information  (e.g..  the;  e;ej.st  of 
pape;r.  the  j)re)rateel  e;e)st  of  toner  anel 
wear  anel  tear  e)n  the;  printer).  .Se;e  85  FR 
82482,  82735,  Dee:.  28,  2()(){)  (respe)neiing 
te)  a  e:onuuent  se;e;king  clarifie.atieui  eui 
"e;a])ital  e;e).st  for  e:ejj)ying’’  anel  e)the;r 
.sup])ly  e:e).sts  by  inelie;ating  that  a 
e:e)ve;re;el  entity  was  fre;e;  te)  re;e:e)up  all  e)f 
their  re;ase)nal)le;  e:e).st.s  lor  e:e)])ying).  W'c 
iis.se;rteel  that  this  inte;rpre;tatie)n  was 
e;e)nsiste;nt  with  the;  fae:t  that,  unlike;  a 
harel  e:e)py.  whie:h  generally  e;xi.sts  e)n 
pa])e;r.  an  e;le;e:tre)nie:  e:e)i)y  e;xi,st.s 
inelepenelent  e)f  meelia,  anel  e:an  he; 
transmitteel  se;e:ure;ly  vi;i  multiple; 
metheeels  (e.g.,  eauail,  a  .se;e:nre;  we;h-ha.se;el 
])e)rtal.  or  an  inelivielual’s  e)wn  e;le;e:tre)nie: 
meelia)  witheeut  ae:e:riung  iiny  ane:illary 
supply  e:e)st.s.  We  akse)  ue)te;el,  he)we;ve;r. 
that  our  iuterpre;tatie)u  e)f  the  statute; 
we)ulel  pe;rmit  a  ceevereel  entity  to  e:harge; 
a  re;ase)nahle  ;mel  e:e)st-l)a.se;el  fee  for  anv 


e;le;e:tre)nie;  meelia  it  pre)viele;el,  as 
re;epie;.ste;el  or  agreeel  te)  by  an  inelivielual. 

While;  we;  preepeeseel  to  re;numt)e;r  the; 
re;maining  fae:te)rs  at  §  184.524(e:)(4).  we; 
diel  ne)t  pre)j)e).se  te)  amenel  their 
.sed)stane:e;.  \Vith  respe;e:t  te) 

??  184.524(e:)(4)(iii),  iie)we;ve;r.  we;  neeteel 
that  e)ur  inte;rpre;tatie)n  e)f  the  .statute 
weenlel  ))(;rniit  a  e:e)vere;et  eaetitv  te)  e:harge; 
lor  i)e)stage;  if  an  inelivielual  re;e]ne;.st.s  that 
the  e:e)ve;re;el  eaitity  transmit  peertahle; 
meelia  e:e)ntaining  an  ele;e:tre)nie:  e:e)py 
thre)ugh  mail  e)r  e:e)urier  (e.g..  if  the 
inelivielual  re;eiue;sts  that  the;  e:e)ve;re;el 
entity  .save  ])re)te;e:teet  he;alth  infe)rmatie)n 
te)  a  (iD  anel  the;n  mail  the;  CD  to  a 
ele;signe;e;). 

Overview  e)f  Ihihlie:  (Comments 

(ie)nunente;rs  ge;nerally  suppe)rte;el  anel 
ap])re;e:iate;el  the;  ine:lnsie)n  e)f  a 
rea.seenable,  e:e).st-hase;el  fee  that  ine;lnele;s 
he)th  lal)e)r  anel.  in  .some  e:ase;.s.  supply 
e:e)st.s  to  seipport  the;  new  e;le;e:tre)nie; 
ae;e;e;.s.s  rexpurement.  .Se;ve;ral  e:e)mme;nte;rs 
elisagre;eel  that  the;  e:e)st  re;late;el  te) 
reviewing  anel  re;.spe)neling  te)  re;e|ue;st.s 
we)idel  he  negligible,  particularly  if  the; 
se:e)pe;  inclueles  informatie)!)  in 
elesignateel  re;e;e)rei  se;t.s  anel  ne)t  eenly 
EHRs.  sine:e;  me)re;  te;e:hnie:allv  traine;el 
.staff  we)nlel  he;  ne;e:e;s.sary  te)  ])e;rfe)rm  this 
fnne:tie)n. 

(ie)nune;nte;rs  ])re)viele;el  manv 
sugge;stie)ns  e)f  e:e)st.s  that  she)idd  he; 
pe;rmitteel  in  the;  fe;e;.s,  ine:hieling  thee.se; 
a.sse)e;iateei  with  lahea'.  materials, 

.systems,  retrieved  (i)artie:ulin ly  fbreelel 
elata  maintaineel  in  are:hive;.s,  h;ie;knp 
meelia  or  le;gae;y  systems).  e:e)|)ying. 
transmissie))!.  emd  e;iipit!il  te)  re;e:e)eip  the; 
.signifie:ant  inve;.stme;nts  maele;  fe)r  elata 
ae:e:e;.ss.  storage  anel  infra.strue:tiire;. 
(;e)mme;nters  e)ffereel  aelelitie)nal 
sngge;stie)ns  e)n  laheer-relateel  e:e)sts, 
ine;lueling;  skille;el  te;e;hnical  staff  time; 
time  spent  rece)ve;ring,  eeompiling, 
e;xtracting,  .se:anning  anel  burning 
])re)te;e;teel  he;alth  infeermatieen  to  meelia, 
anel  eli.strihuting  the;  meelia:  anel 
])re])aratie)n  of  an  e;xj)lanatie)n  e)r 
summarv  if  appropriate.  Sugge;stie)ns  e)f 
materials-relateel  e:e)sts  ine:luele;el:  CDs, 
flash  elrive;.s,  tapes  e)r  e)the;r  portable 
meelia:  ne;w  tyj)e;.s  e)f  te;e:hue)le)gy  ne;e;ele;el 
te)  e:e)m])ly  with  inelivieiuiil  re;eiue;.st.s; 
e)ffie:e  supplies;  anel  mail  e:e)pie;s. 
Syste;m.s-re;lateel  e:e)st.s  ine:luele;el:  seeftware; 
ne;e:e;s.sarv  te)  e;e)nelue:t  ])re)te;e:teel  health 
infe)rmatie)n  se;are;he;s;  anel 
im])le;me  iitatie)!)  anel  mainte;nane:e;  e)f 
.se;e:nritv  sv.ste;ms  and  .se;e:nre; 
e:e)nne;e;tivity. 

Final  Ride; 

The;  final  rule  aelopts  the  j)re)|)e).se;el 
ameauhnent  at  S  184.524(c)(4)(i)  te) 
ielentify  separately  the;  labor  feer  e;e)pying 
pre)te;e:ted  he;alth  infe)rmatie)n,  whether 
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in  paper  or  electronic  form,  as  one  factor 
that  may  1«!  included  in  a  niasonahle 
cost-based  fee.  We  acknowledge 
commenters’  assertions  that  the  cost 
ndatcul  to  searching  for  and  retrieving 
electronic  protected  health  information 
in  respon.se  to  retpuists  would  he  not  he 
negligible,  as  opposed  to  what  we  had 
antici))ati;d,  j)articularly  in  regards  tc) 
designated  record  set  access  that  will 
r(!(|uire  more  technically  trained  staff  to 
perform  this  function.  We  clarify  that 
labor  costs  included  in  a  reasonable 
cost-based  fee  could  include  skilled 
technical  staff  time  sj)ent  to  create  and 
copy  the  ehictronic  file,  such  as 
compiling,  extracting,  scanning  and 
burning  protected  health  information  to 
media,  and  distributing  the  media.  This 
could  also  include  the  time  spent 
preparing  an  ex])lanation  or  summary  of 
the  ])rotected  health  information,  if 
aj)))ropriate. 

I'he  final  rule  also  adopts  the 
])roposed  amendment  at 

l(i4..524(c)(4)(ii)  to  provide  se|)arately 
for  the  cost  of  sup])lies  for  cnuiting  the 
paj)er  co])y  or  electronic  media  (i.e., 
physical  media  such  as  a  comi)act  di.sc 
{(33)  or  universal  serial  bus  (IIS13)  flash 
drive),  if  the  individual  re(|uests  that  the 
electronic  co])y  he  provichnl  on  |)ortahle 
media.  We  do  not  nupure  that  (.overed 
entities  obtain  new  types  of  technologv 
needed  to  comply  with  specific 
individual  nxpie.sts.  and  therefore  the 
cost  of  obtaining  such  new  technologies 
is  not  a  permissible  fee  to  include  in  the 
supplv  costs. 

UMth  r(!.sp{!ct  to  S  l(i4..524(c)(4){iii),  we 
clarify  that  a  covered  entity  is  liermitted 
to  charge  for  postage  if  an  individual 
nupiests  that  the  covered  entity  transmit 
])ortahle  imulia  containing  an  electronic 
copy  through  mail  or  courier  (e.g.,  if  the 
individual  recjue.sts  that  the  covered 
entity  .save  j)rotected  health  information 
to  a  (33  and  then  mail  the  (33  to  a 
designee). 

Fees  associated  with  maintaining 
.systems  and  recou])ing  ca])ital  lor  (lata 
access,  storage  and  infra.structure  are  not 
consid(;red  reasonable.  cost-l)as(;d  fees, 
and  an;  not  j)ermissihle  to  include 
under  this  j)rovision.  (^ovcired  entities 
are  not  r(!(piin!d  to  adojjt  or  purchase 
new  .systems  under  this  provision,  and 
thus  any  costs  associated  with 
maintaining  them  are  prcjsent  rcigardless 
of  the  new  ehictronic  acc(;.ss  right. 
Additionally,  although  the  pro])osed 
rule  indicated  that  a  covered  entity 
could  charge  for  the  actual  labor  co.sts 
associated  with  the  nitrieval  of 
electronic  information,  in  this  final  rule 
we  clarify  that  a  covered  entity  may  not 
charge  a  nitrieval  hn;  (wluither  it  1)(!  a 
standard  retri(;val  fee  or  one  ha.s(!d  on 
actual  retrieval  costs).  33n.s 


int(!ri)r(itation  will  ensure  that  tlu;  fee 
recpnrements  for  ehictronic  accci.ss  are 
consi.stent  with  the  nicpuniinents  for 
hard  copiiis,  which  do  not  allow 
r(itri(!val  huis  for  locating  the  data. 

Response  to  (3ther  Public  ('.omments 

Comment:  (iommenttirs  nupui.sted 
clarification  on  how  to  proceed  when 
State  laws  designate  fees. 

livsponso:  Wluin  a  Stat(i  law  provichis 
a  limit  on  the  fee  that  a  coviiied  entity 
may  chargci  for  a  copy  of  protcicted 
health  information,  this  is  relevant  in 
(hitermining  whether  a  covered  entity’s 
lee  is  “rea.sonahle"  umUir 
§  184. .524(c)(4).  A  covciied  entity's  lee 
must  he  both  niasonahle  and  cost-has(id. 
For  lixample,  if  a  State  permits  a  charge 
of  25  C(ints  ]jer  page,  hut  a  covcired 
entity  is  able  to  provide  an  electronic 
copy  at  a  co.st  of  five  cimts  per  ])age, 
then  the  covennl  entity  may  not  charge 
more  than  five  cents  pcir  ])age  (since  that 
is  the  reasonable  and  cost-hascul 
amount).  Similarly,  if  a  covered  entitv’s 
co.st  is  30  cents  per  |)age  hut  the  .State 
law  limits  the  covered  entity’s  charge  to 
25  c(Mits  per  ])age.  then  the  coviired 
entity  may  not  charge;  more;  than  25 
cents  ])er  page  (since;  chiirging  30  ce;nts 
j)e;r  peige  would  he;  the;  co.st-ha.s(;el 
cunount,  hut  would  not  he;  r(;a.s()nahle;  in 
light  of  the;  State;  liiw). 

(Jomnnmt:  (fne  commenter  suggested 
that  labor-related  co.sts  should  include 
])r(;])arati()n  of  iin  affiehivit  certifying 
that  the  information  is  a  true  and  c()rre;ct 
copy  of  the  r(;cor(ls. 

Response:  We;  do  not  consider  the  co.st 
to  prepare  an  affidavit  to  he;  a  copying 
co.st.  Thus,  wh(;r(;  an  individual  r(;(|U(;.st.s 
that  an  affidavit  accompany  the;  cojey  of 
jjrotected  h(;alth  information  re;(]ue;.st(;(l 
by  the;  individual  for  litigation  j)urpose;.s 
or  otherwise;,  a  c()ve;r(;(l  entity  may 
charge  the  individual  for  the 
|)r(;])arati()n  of  such  affidavit  iinel  is  not 
suhje;ct  to  the;  re;asonal)l(;.  ce)st-ha.se;d  fe;(; 
limitations  of  ^  184. 524(c)(4).  However, 
a  covered  (;ntity  may  not  withhold  an 
individual’s  copy  of  his  or  he;r  protecti;;! 
health  information  for  failure;  by  the 
individual  to  p;iy  ;my  fe;e;s  for  .se;rvice;.s 
above;  and  beyond  the;  co])ving.  such  as 
for  pre;paring  an  affiehivit. 

Comment:  .Some;  c()mme;nte;r.s 
r(;c()mm(;n(le;(l  defining  the;  following 
terms:  “pre])aring,”  “jjroducing,”  .md 
“transmitting.” 

Resj)onse:  We  (le;cline;  to  define  the; 
terms  “pre;))aring,”  “])ro(lucing.”  and 
“transmitting,”  as  we  l)e;lie;ve;  the;  t(;rm,s 
have;  been  a(le;(juat(;ly  unele;r,ste)()(l  and 
utiliz(;(l  in  the;  conte;xt  of  hard  copy 
a(;c(;.ss  to  protected  health  information. 


(1.  3’ime;lin(;.s.s 
Projiosed  Rule; 

We;  r(;ejue;ste;(l  comme;nt  on  one  aspect 
of  the;  right  to  access  and  ohtiiin  a  co])v 
of  protected  health  information  which 
the;  lirrE(31  Act  did  not  amend.  In 
jiarticular,  the;  HrrE(31  Act  did  not 
change;  the  timeline, ss  r(;(iuire;m(;nls  for 
provision  of  ;icc(;.ss  at  §  184.524(1)). 
lJn(le;r  the  current  r(;(iuire;me;nt.s,  ;i 
r(;(]U(;.st  for  .iccess  mu.st  he  ajejiroved  or 
de;nie;(l,  and  if  apju'oved,  access  or  a 
cojiy  of  the;  information  provided, 
within  38  (lavs  of  the  r(;e|U(;.st.  In  ca.ses 
whe;re;  the;  records  r(;(ju(;ste(l  are  only 
;i(:ce;s.sihle  from  an  off-site  location,  the; 
c()ve;r(;(l  entity  has  an  additional  30  davs 
to  res])ond  to  the  re;(ju(;.st.  In  extenuating 
circumstances  whe;re  access  cannot  he; 
provided  within  the;.se  timeframes,  the 
covered  entity  may  have;  a  one-time;  30- 
day  (;xtension  if  the  individual  is 
notified  of  the;  need  for  the;  (;xt(;nsi()n 
within  the  original  tim(;fnimt;.s. 

With  re;garel  to  the  timeliness  of  the; 
])r()vision  of  access,  we  r(;c()gnize;(l  that 
with  the;  advance  of  EHRs,  th(;r(;  is  em 
incr(;a.sing  (;xp(;ctati()n  and  capacity  to 
provide;  individuals  with  eilmost 
instantane;e)u.s  e;le;ctronic  acc(;s.s  to  the 
protected  health  information  in  those 
records  through  per.sonal  he;alth  records 
or  similar  electronic  me;ans.  (3n  the 
other  hand,  we;  did  not  propose;  to  limit 
the  right  to  e;l(;ctronic  access  of 
pr()t(;ct(;(l  he;alth  information  to  ce;rtiii(;(l 
I31R.S.  and  the  variety  of  (;l(;(:tr()nic 
.systems  that  are;  subject  to  this  propose;ei 
reeiuirement  would  not  all  he  able  to 
coinplv  with  a  timeliness  .stiindard 
based  on  ])(;rs()nal  health  re;corel 
capabilities.  It  wiis  our  a.ssum])tion  that 
a  single  timeline.ss  standard  that  would 
a(l(lr(;ss  a  variety  of  electronic  .svstems, 
rather  than  having  a  multitude;  of 
standards  ha.s(;(l  on  .system  capacity, 
would  he  the  jireferreel  ajjproach  to 
avoid  workability  issues  for  covered 
eaitities.  Even  un(l(;r  a  single  standard, 
nothing  woidd  ])r(;venl  users  of  EHR 
systems  from  e;xc(;eeling  the  Privacy 
Rule’s  timeliness  r(;e]uirem(;nt.s  for 
providing  access  to  individuals. 
Additionally,  the  Medicare;  and 
Medicaid  EHR  Incentive  Programs  (the; 
“meaningful  use”  j)rogram.s)  r(;(iuire; 
users  of  (Certified  EHR  Technologv  to 
])rovide;  individuals  with  e;x])(;elite;(l 
acce;.ss  to  information.  Based  on  the 
assumption  that  a  single;  standard  would 
he  the;  pr(;fe;rr(;(l  ap])roach  under  the; 
Privacy  Rule,  we  r(;(]uest(;(l  public 
comment  on  an  apj)r()])riate,  common 
timeliness  .standard  for  the  ])rovi.sion  of 
access  by  covered  eaitities  with 
electronic  designated  re;cor(l  st;t.s 
generally.  We;  sp(;cifically  re;(iu(;st(;(l 
comment  on  a.sj)e;ct.s  of  existing  svstems 
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that  would  create  efficiencies  in 
processing  of  retpiests  for  (dectronic 
information,  as  well  as  those  as])ects  of 
electronic  systems  that  wonhl  provide 
little  change  from  the  time  re(|nired  for 
])rocessing  a  paper  record.  Alternatively, 
we  recpiested  comment  on  whether  the 
current  .standard  could  he  altered  for  all 
.systems,  j)aper  and  (dectronic,  such  that 
all  r(;(|uests  for  acce.ss  should  he 
resjjonded  to  without  nnreasonahle 
d(day  and  not  later  than  .30  days. 

We  al.so  requested  ])id)lic  comment  on 
whether,  contrary  to  our  a.ssumj)tion.  a 
variety  of  timeliness  standards  based  on 
the;  type  of  electronic  designated  record 
.set  is  the  preferred  approacdi  and  if  so, 
how  such  an  approach  should  he 
im])lemented. 

f'inally,  we  recpiested  comment  on  the 
time  necessary  for  covered  entities  to 
review  access  recpiests  and  make 
nece.ssary  determinations,  such  as 
whether  the  granting  of  access  would 
endanger  the  individual  or  other 
])ersons  so  as  to  better  understand  how 
the  time  needed  for  the.se  reviews 
relates  to  the  overall  time  needed  to 
provide  the  individual  with  acce.ss. 
Further,  we  reijnested  comment 
generally  on  wliether  the  ]n()vision 
which  allows  a  covered  entity  an 
additional  30  days  to  jirovide  access  to 
the  individual  if  the  protected  health 
information  is  maintained  off-site 
should  he  eliminated  altogether  for  both 
])a])er  and  electronic  records,  or  at  least 
for  ])rotected  health  information 
maintained  or  archived  electronically 
hecau.se  the  phy.sical  location  of 
electronic  data  .storage  is  not  relevant  to 
its  accessibility. 

Overview  of  Fuhlic  Comments 

Commenters  generally  .sup]mrted 
maintaining  the  same  timeframe  for 
response  for  both  paper  and  electronic 
records  and  not  modifying  the  existing 
timeframes  for  respon.se.  Commenters 
espon.secl  many  rationales  for 
maintaining  a  single  standard  and  the 
exi.sting  resjjon.se  standards,  including 
that  off-site  electronic  storage  with  back¬ 
up  tajies  will  reijuire  time  to  obtain  the 
electronic  media,  midtijile  electronic 
systems  may  need  to  he  accessed,  some 
systems  may  not  have  data  stored  in 
useable  formats  reipiiring  time  to 
convert  data,  and  time  may  he  required 
to  obtain  data  from  business  as.sociates 
and  suhcontractors. 

.Some  commenters  acknowledged  that 
electronic  records  may  he  easier  to 
ai:cess,  hut  review  of  records  and 
verification  jn'ocesses  would  still 
reipdre  time  that  cannot  he  shortcut 
because  a  record  is  electronic.  One 
commenter  acknowledged  that  shorter 
times  may  he  achievable  when  specific 


data  set  standards  are  established  and 
covered  entities  have  electronic  records 
in  place.  One  commenter  believed  that 
electronic  records  could  he  furnished  in 
a  much  shorter  timeframe,  such  as  two 
business  days. 

.Several  commenters  suggested 
res])on.ses  he  done  in  much  shorter 
timeframes,  such  as  instantly,  within 
one  day  or  three  days.  One  commenter 
noted  that  meaningful  use  .standards 
reipnred  acce.ss  within  three  day.s  for  .50 
percent  of  patients.  These  commenters 
sugge.stiul  alternative  timeframes  for 
adoption,  such  as  allowing  00  day.s  for 
response  due  to  off-site  storage  issues 
and  potential  for  multiple  reipiests.  One 
i:ommenter  suggested  30  and  00  day 
times  were  unworkable  and  another 
commenter  suggested  eliminating  the  30 
(lay  extension  for  off-site  record  storage. 
One  commenter  suggested  30  day.s  may 
he  longer  than  is  necessary,  hut 
cautioned  again.st  mandates  that  would 
unreasonahiy  divert  provider  resources 
(e.g.,  five  days  wouhl  he  unreasonable 
when  a  provider  mu.st  take  time  to 
include  ex])lanatorv  notes). 

Final  Rule 

The  final  ride  modifies  the  timeliness 
reipiirements  for  right  to  acce.ss  and  to 
obtain  a  copy  of  protected  health 
information  at  §  104.524(1)].  VVe  remove 
the  provision  at  ^  104.524(l))(2)(ii)  that 
])ermit.s  00  days  for  timely  action  when 
protected  health  information  for  acce.ss 
is  not  maintained  or  acce.ssihle  to  the 
covered  entity  on-site.  We  retain  and 
renumber  as  necessary  the  provision  at 
§  104.524(h)(2)(iii)  that  ])ermit.s  a 
covered  entity  a  one-time  extension  of 
30  days  to  resjiond  to  the  individual’s 
re(]uest  (with  written  notice  to  the 
individual  of  the  rea.sons  for  delay  and 
the  exjiected  date  by  which  the  entity 
will  complete  action  on  the  riupiest). 

We  believe  the  30  day  timeframe  for 
acce.ss  is  a])]Droj)riate  and  achievable  by 
covered  entities  given  the  increasing 
exjiectation  and  capacity  to  pro\'i(le 
individuals  with  almost  instantaneous 
electronic  access  to  the  j)rotected  health 
information  in  those  records  through 
])ersonal  health  records  or  similar 
electronic  means.  While  a  covered 
entity  i.s  jiermitted  30  days  to  provide 
access  (with  a  30-day  extension  when 
necessary),  we  encourage  covered 
entities  to  ])rovide  individuals  with 
access  to  their  information  sooner,  and 
to  take  advantage  of  technologies  that 
])rovide  indiviilnals  with  immediate 
access  to  their  health  information. 
Nevertheless,  for  covered  entities  that 
continue  to  make  use  of  off-site  storage 
or  have  additional  time  constraints  to 
])roviding  access,  the  30  day  extension 
remains  available  for  a  covered  entity  to 


exerci.se.  This  means,  for  example,  that 
a  covered  entity  mu.st  jirovide  an 
individual  with  acce.ss  to  off-site  records 
within  30  days  of  the  individnal’s 
reipiest  when  possible,  with  a  30-dav 
extension  available  (for  a  total  of  00 
(lavs,  in  contrast  to  the  current  law  that 
pernnts  np  to  00  days  to  provide  the 
individual  with  access  to  such  records). 

We  decline  to  establish  .separate 
timeframes  for  timely  access  based  upon 
whether  the  jirotected  health 
information  to  he  accessed  is  jiajier  or 
electronic,  (iommenters  generally 
supported  adoption  of  a  single  standard 
rather  than  differing  standards  ha.sed 
upon  whether  a  record  is  paper  or 
electronic  and  no  comments  provided 
compelling  reasons  to  establish  differing 
standards. 

Response  to  Other  Public  (iomments 

Comment:  One  commenter  asked  for 
clarification  as  to  when  the  time  period 
for  responding  to  a  resjionse  begins  if 
the  parties  spend  significant  time 
attempting  to  reach  agreement  on  the 
format  of  the  electronic  copy. 

Response:  We  confirm  that  the  time 
period  for  responding  to  a  re(juest  for 
acce.ss  begins  on  the  date  of  the  nxiuest. 
Oovered  entities  that  sjjend  significant 
time  before  reaching  agreement  on  the 
electronic  format  for  a  res|)on.se  are 
using  part  of  the  30  (lavs  permitted  for 
response. 

(Comment:  One  commenter  suggested 
there  should  he  a  transition  period  for 
those  covered  entities  that  do  not 
currently  have  the  capability  to  meet  the 
electronic  acce.ss  re(jnirement. 

Response:\Ve  decline  to  implement  a 
transition  period  for  access  to  electronic 
copies  of  jirotected  health  information. 
Covered  entities  are  already  subject  to 
the  hard  copy  access  re(|nirement  for  all 
information  held  in  designated  record 
.sets,  including  electronic  designated 
record  sets,  and  the  new  requirement  for 
electronic  copies  gives  covered  entities 
the  flexibility  to  provide  an  electroidc 
copy  in  a  form  that  is  readily 
producible.  We  do  not  believe 
additional  time  i.s  needed  to  provide 
electronic  copies  of  jirotected  health 
information  that  are  readily  producible. 

Tl.  Other  Technical  Changes  and 
(ionforming  Changes 

Pro])()se(l  Rule 

We  jiroposed  to  make  a  number  of 
technical  and  conforming  changes  to  the 
Privacy  Ride  to  fix  minor  problems, 
such  as  incorrect  cross-references, 
mistakes  of  grammar,  and  tyjiograjjhical 
errors.  These  changes  are  shown  in 
Table  3  below. 
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Table  3 — Technical  and  Conforming  Changes 

Regulation  section 

Current  language 

Proposed  change 

Reason  for  change 

164.51 0(b)(2)(iii)  . 

“based  the  exercise  of  professional 
Judgment”. 

Insert  “on”  after  “based”  . 

Correct  typographical  error. 

164.512(b)(1)  . 

‘‘Permitted  disclosures”  and  “may 
disclose”. 

Insert  “uses  and”  and  “use  or”  be¬ 
fore  “disclosures”  and  “disclose,” 
respectively. 

Correct  inadvertent  omission. 

164.512(e)(1)(iii) . 

“seeking  protecting  health  informa¬ 
tion”. 

Change  “protecting”  to  “protected” 

Correct  typographical  error. 

1 64.51 2(e)(1)(vi) . 

“paragraph  (e)(1)(iv)  of  this  section” 

Change  “(e)(1)(iv)”  to  “(e)(1)(v)”  . 

Correct  cross-reference. 

164.51 2(k)(3)  . 

“authorized  by  18  U.S.C.  3056,  or  to 
foreign  heads  of  state,  or  to  for 
the  conduct  of  investigations”. 

Remove  the  comma  after  “U.S.C. 
3056”  and  the  “to”  before  “for”. 

Correct  typographical  errors. 

In  addition  to  the  above  technical 
clianges.  we  j)roj)osed  to  make  a  tew 
clarifications  to  existing  text  in  various 
provisions  of  the  regulation  not 
otherwise  addressed  in  the  above 
preamble.  These  are  as  follows. 

1.  Section  l(i4..')()(i(c)(.'j)  permits  a 
covered  entity  to  disclo.se  protected 
health  information  "to  another  covered 
entity  that  participates  in  the  organized 
health  care  arrangement.”  We  proposed 
to  change  the  words  "another  covered 
entity  that  participates”  to  "other 
|)articipants"  hecau.se  not  all 
partici|)ants  in  an  organized  health  care 
arrangement  may  he  covered  entities;  for 
example,  some  physicians  with  .staff 
privileges  at  a  hospital  may  not  he 
covered  entities. 

2.  Section  1(i4..'jl()(a)(1)(ii)  permits  the 
disclosure  of  directorv  information  to 
members  of  the  clergy  and  other  persons 
who  ask  for  the  individual  hv  name.  We 
propo.sed  to  add  the  words  "use  or”  to 
this  permission,  to  cover  the  provision 
of  such  information  to  clergy  who  are 
|)art  of  a  facility’s  workforce. 

3.  .Section  1(i4..'il()(h)(3)  covers  uses 
and  di.sclosures  of  protected  health 
information  when  the  individual  is  not 
present  to  agree  or  object  to  the  use  or 
di.sclosure,  and.  as  pertinent  here, 
jiermits  disclosure  to  persons  onlv  of 
“the  protected  health  information  that  is 
directly  relevant  to  the  iierson's 
involvement  with  the  individual's 
health  care.”  We  |)roposed  to  delete  the 
last  two  (juoted  words  and  suhstitute  the 
following;  "care  or  ])ayment  related  to 
the  individual's  health  care  or  needed 
for  notification  ])ur|)oses.”  This  change 
aligns  the  text  of  paragraph  (1))(3)  with 
the  permissions  j)rovided  for  at 
])aragraph  (h)(1)  of  this  section. 

4.  Where  an  emj)loyer  needs  protected 
health  information  to  complv  with 
workplace  medical  surveillance  laws, 
such  as  the  ()cc;upational  .Safety  and 
Health  Administration  or  Mine  .Safety 
and  H(!alth  Administration 
nHjiiirements,  §  l(i4..'j12(h)(l)(v)(A) 
jxirmits  a  covered  entity  to  disclose. 


subject  to  certain  conditions,  protected 
health  information  of  an  individual  to 
the  individual’s  em])loyer  if  the  covenul 
entity  is  a  covered  health  care  provider 
“who  is  a  memher  of  the  workforce  of 
such  em])loyer  or  who  provides  health 
care  to  the  individual  at  the  re(]uest  of 
the  employer.”  We  propos(;d  to  amend 
the  (pioted  language  by  nmioving  the 
words  “who  is  a  memher  of  the 
workforce  of  such  employer  or.  "  as  the 
language  is  unnecessarv. 

At  §  l()4..‘jl2(k)(l)(ii),  we  propo.sed 
to  re])lace  the  word  “Transportation” 
with  “Homeland  .Scuairity.”  The 
language  regarding  a  com])on(!nt  of  the 
Department  of  Transportation  was 
included  to  refer  to  the  Coast  (luard; 
however,  theCoa.st  Guard  was 
transferred  to  the  D(!])artm(!nt  of 
Homeland  .Security  in  2003. 

0.  At  §  104..'il 2(k)(.'i).  which  pcninits  a 
covered  entity  to  disclose  to  a 
correctional  institution  or  law 
enforcement  official  having  lawful 
cu.stody  of  an  inmate  or  other  individual 
])rotected  health  information  about  the 
inmate  or  individual  in  certain 
neces.sary  situations,  we  ])roj)osed  to 
replace  the  word  "and”  after  the 
semicolon  in  jjaragraph  (i)(E)  with  the 
word  “or.”  The  intent  of 
§  l(i4..'512(k)(.'i)(i)  is  not  that  the 
existence  of  all  of  the  conditions  is 
neces.sary  to  ]K;rmit  the  disclosure,  hut 
rather  that  the  exi.stence  of  any  would 
])ermit  the  di.sclosure. 

Overview  of  Public  Gomments 

One  commenter  requested 
clarification  about  wluither  business 
associates  may  ])articipate  in  an 
organized  health  can;  arrangement 
(OHGA)  under  4^  1  (i4..')()(i(c)(.'i).  Another 
commenter  recommended  against 
changing  the  language!  of  l(i4..'j()()(c)(.'j). 
arguing  that  such  a  change  could  bring 
entities  like  emjeloyers  and 
pharmaceutical  companies  into  OHG.As 
that  should  not  otherwise  have  accciss  to 
protected  health  information,  and 
sugge.sted  that  the  Department  change 
the  language  to  make  clear  that  an 


OHG.A  may  include  only  professional 
staff  m(!mh(!r.s. 

Final  Rule 

The  final  rule  implenuints  the 
technical,  conforming,  and  clarifying 
changes  as  j)ro]K)sed.  In  response  to  the 
comments  regarding  which  entities  mav 
partici])ate  in  an  GHGA,  we  clarify  that 
a  covered  entity  ])articipating  in  an 
()H(]A  or  the  ()HGA  itself  mav  contract 
with  a  business  a.ssociate  to  ])rovide 
certain  functions,  activities,  or  serviciis 
on  its  behalf  that  involve  access  to 
|)rotected  health  information,  provided 
the  a])plical)le  r(K]uirements  of 

l(j4..'’)()2(e).  104. .'104(0),  104.30H(h) 
and  104.314(a)  are  met.  Further,  the 
(hifinition  of  an  organized  health  carc! 
arrangement  (OlKiA)  at  ^  1()().103 
includes  a  clinically  integrated  care 
setting  in  which  individuals  tyi)ic:ally 
rec(!ive  luialth  care  from  more  than  one 
health  care  ])rovider.  We  modified 
§  104..'100(c)(.'i)  as  discussed  above  in 
recognition  of  the  fact  that  not  all 
partici])ant,s  in  a  clinically  integrated 
care  .setting  may  he  covered  entities 
(e.g.,  hospital  with  ])hysicians  with  staff 
privileges  that  are  not  workforce: 
members).  Such  change  do(!.s  not  jjermit 
employers  and  pharmaceutical 
r(!pn!.s(!ntative.s  to  receive  access  to 
protected  health  information  from  or 
through  an  OHGA  in  a  manner  they 
would  otherwise  he  prohibited  from 
now. 

V,  Modifications  to  the  Breach 
Notification  Rule  Under  the  HITEGH 
Act 

A.  Bdckgvound 

.Section  13402  of  the  HnTXiH  Act 
recpiires  HIPAA  covered  (!ntitie.s  to 
provide  notification  to  affected 
individuals  and  to  the  .Secretary  of  HH.S 
following  the  discovery  of  a  breach  of 
unsecured  protected  health  information. 
In  some  ca.ses.  the  Act  reijuires  covered 
entities  also  to  provide  notification  to 
the  media  of  breaches.  In  the  t:a.se  of  a 
hniach  of  un.secured  protected  health 
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information  at  or  l)y  a  husine.ss  as.sociate 
of  a  covered  entity,  the  Act  i'e{|uires  the 
business  associate  to  notify  the  covered 
entity  of  the  l)reach.  Finally,  the  Act 
reciuires  the  .S(!cretarv  to  jjost  on  an  lllhS 
Wei)  site  a  list  of  covered  entities  that 
experience  breaches  of  unsecured 
protected  health  information  invt)lving 
more  than  .'lOO  individuals. 

.Section  1.3400(1)  of  the  Act  defines 
“breach”  to  mean,  generally,  the 
imauthori/.ed  acrpiisition,  access,  use.  or 
disclosure  of  protected  health 
information  which  compromi.ses  the 
.security  or  privacy  of  such  information. 
The  Act  includes  three  exceptions  to 
this  definition  to  encompass  situations 
Congress  clearly  intended  not  to 
constitute  breaches:  (1)  Unintentional 
acquisition,  acce.ss,  or  use  of  protected 
health  information  by  an  employee  or 
other  person  acting  under  the  authority 
of  a  covered  entity  or  business  a.ssociate 
if  such  acquisition,  access,  or  use  was 
made  in  good  faith  and  within  the 
conr.se  and  scope  of  the  employment  or 
other  professional  relationship  of  such 
|)er.son  with  the  covered  entity  or 
l)usiness  associate  and  siu:h  information 
is  not  further  accpiired,  accessed,  u.sed, 
or  disclosed  hv  anv  jjerson  (section 
1 3400(1  )(li)(i)):  (2)  inadvertent 
disclosure  of  ])rotected  health 
information  from  one  ])erson  authorized 
to  access  ])rotected  health  information  at 
a  facility  o])erated  by  a  covered  entity  or 
business  as.sociate  to  another  ])erson 
similarly  situated  at  the  same  facilitv 
and  the  information  received  is  not 
further  accjuired,  accessed,  u.sed  or 
disclo.sed  without  authorization  by  any 
per.son  (section  13400(1  )(H)(ii)  and  (iii)); 
and  (3)  unauthorized  disclosures  in 
which  an  unauthorized  person  to  whom 
protected  health  information  is 
disclosed  would  not  reasonably  have 
been  able  to  retain  the  information 
(.section  1 3400(1  )(A)). 

Further,  .section  13402(h)  of  the  Act 
defines  “unsecured  j)rotected  health 
information”  as  “])rotected  health 
information  that  is  not  secured  through 
the  use  of  a  technology  or  methodology 
s])ecified  by  the  .Secretary  in  guidance” 
and  ])rovides  that  the  guidance  specify 
the  technologies  and  methodologies  that 
render  protected  health  information 
unusable,  unreadable,  or  indeci])herahle 
to  unauthorized  individuals.  (Covered 
entities  and  business  associates  that 
implement  the  specified  tec.hnologies 
and  methodologies  with  res])ect  to 
protected  health  information  are  not 
retiuired  to  provide  notifications  in  the 
event  of  a  breach  of  such  information — 
that  is,  the  information  is  not 
considered  “unsecured”  in  such  cases. 
As  recjnired  by  the  Act,  the  Secretarv 
initially  issued  this  guidance  on  A])ril 


17,  2009  (it  was  suhsequentlv  published 
at  74  FR  19000  on  April  27,  2009).  The 
guidance  listed  and  described 
encryi)tion  and  destruction  as  the  two 
technologies  and  methodologies  for 
rendering  protected  health  information 
imiisahle,  unreadable,  or  indecipherable 
to  unauthorized  individuals. 

In  cases  in  which  notification  is 
retpiired,  the  Act  at  section  13402 
prescribes  the  timeliness,  content,  and 
methods  of  |)roviding  the  breach 
notifications. 

.Section  13402  rerpiired  UM.S  to  issue 
within  180  days  of  enactment  interim 
final  regulations  to  implement  these 
breach  notification  rerjuirements.  The 
Department  i.ssued  an  interim  final  rule 
on  August  24,  2009,  with  a  OO-day 
public  comment  period  (74  FR  42740). 
The  interim  final  rule  became  effective 
on  .September  23,  2009.  In  the  preamble 
to  the  interim  final  rule,  the  De|)artment 
also  re-issued  without  substantive 
cbange  its  Guidance  Specifying  the 
Technologies  and  Methodologies  That 
Render  Protected  Health  Information 
Unusable,  Unreadable,  or 
lndeci])herable  to  Unauthorized 
Individuals  that  was  initial Iv  issued  on 
April  17,  2009.  'file  Guidance  continues 
to  s])ecifv  enc.rv})tion  and  destruction  as 
the  two  methods  for  rendering  protected 
health  information  nnu.sahle, 
unreadable,  or  indecipherable  to 
unauthorized  individiial.s — or 
“secured" — and  thus,  exempt  from  the 
breach  notification  obligations.  .See  74 
FR  42741-43. 

B.  Overview'  oftlia  Intmiiu  Binctl  Biilo 

The  interim  final  rule  added  a  new 
suhpart  D  to  part  104  of  title  4.5  of  the 
Gode  of  Federal  Regulations  (CFR)  to 
inq)lement  the  breach  notification 
provisions  of  section  13402  of  the 
HITEGH  Act.  In  develo])ing  the  interim 
final  rule,  the  Department  consulted 
closely  with  the  Federal  Trade 
(Commission  (FTCC),  which  administers 
similar  breach  notification  re(|uirements 
on  vendors  of  personal  health  records 
(PHRs)  and  their  third  partv  .service 
jnoviders  under  section  13407  of  the 
HITEGH  Act.  The  interim  final  rule  and 
FTG’s  Health  Breach  Notification  Rule 
(74  FR  42902,  published  August  2.5, 
2009)  made  clear  that  entities  operating 
as  HIPAA  covered  entities  and  business 
a.ssociates  are  subject  to  HITS’,  and  not 
the  FTG’s,  breach  notification  rule. 
.Second,  to  address  those  limited  cases 
where  an  entity  may  be  subject  to  both 
HITS’  and  the  FTG’s  rules,  such  as  a 
vendor  that  offers  PHRs  to  customers  of 
a  HIPAA  covered  entity  as  a  business 
as.sociate  and  also  offers  PHRs  directly 
to  the  public,  both  sets  of  regulations 
were  harmonized  bv  including  the  same 


or  similar  language,  within  the 
c:on.straint.s  of  the  statutory  language. 

The  ()()-day  public  comment  period  on 
the  interim  final  rule  closed  on  October 
23,  2009.  'file  Dej)artment  received 
approximately  120  comments  iluring  tbe 
comment  period  from  a  variety  of 
entities,  including  health  care  providers. 
hos])ital  and  medical  associations, 
health  plans,  educational  institutions, 
information  technology  companies, 
privacy  and  .security  advocates, 
consumer  groups,  state  agencies,  and 
.several  members  of  Gougress.  The 
provisions  of  the  interim  final  rule  are 
discussed  in  more  detail  below,  along 
with  the  public  comments  received,  and 
the  ])rovi.sion.s  of  this  final  rule. 

G.  Sf^ction-bv-Section  Dtiscription  of 
Final  Biila  and  Basponsa  to  Coininants 

1.  Section  184.402 — Definitions 
a.  Definition  of  “Breach” 

Interim  Final  Rule 

.Section  1 3400(1  )(A)  of  the  Act  defines 
“breach”  as  the  “unauthorized 
accpusition,  acce.ss.  use,  or  disclosure  of 
protected  health  information  which 
compromises  the  security  or  privacy  of 
such  information,  except  where  an 
unauthorized  ])er.son  to  whom  such 
information  is  di.sclosed  woidd  not 
rea.sonably  have  been  able  to  retain  such 
information.”  .Section  1 3400(1  )(B)  of  the 
Act  provides  two  additional  exceptions 
to  the  definition  of  "breach.”  The 
interim  final  rule  at  4.5  (iFR  184.402 
defined  a  “breach”  to  mean  generally 
“the  acrpiisition.  access,  use,  or 
disclosure  of  protected  health 
information  in  a  manner  not  permitted 
|hy  the  Privacy  Rule]  which 
compromi.ses  the  .securitv  or  privacv  of 
the  protected  health  information.”  'The 
definition  included  the  statutory 
exceptions  to  the  definition  (discu.ssed 
below)  and  clarified  that 
“unauthorized”  for  purj)o.se.s  of  the 
statute  meant  in  a  manner  not  permitted 
by  the  Privacy  Ride. 

In  addition,  for  jiuriioses  of  this 
definition,  the  rule  provided  that 
“compromises  the  securitv  or  privacy  of 
the  protected  health  information” 
means  jmses  a  significant  risk  of 
financial,  reputational,  or  other  harm  to 
the  individual.  The  Department 
included  this  .standard  regarding  a 
significant  risk  of  harm  to  the  individual 
(i.e..  harm  standard)  after  considering 
public  comment  received  in  resjjonse  to 
the  De])artment’s  request  for 
information  on  the  HITEGH  Act’s  breach 
notification  provisions.  .See  74  FR 
19008.  The  inclusion  of  the  harm 
standard  was  intended  to  align  the 
Dejiartment’s  rule  with  many  .State 


5640 


Federal  Register /  Vol.  78,  No.  17 /Friday,  January  25,  201 8 /Rules  and  Regulations 


Ijreaeh  notification  laws,  as  well  as 
existing  obligations  on  Federal  agencies 
|)ursnant  to  OMB  Meinorandnin  M-07- 
l(i,  that  have  similar  standards  for 
triggering  breach  notirication.  In 
addition,  the  standard  was  intended  to 
ensure  that  consumers  were  not  Hooded 
with  breach  notifications  for 
incons(!(]uential  events,  which  could 
cause  unnece.ssarv  anxititv  and  eventual 
apathy  among  consumers. 

To  determine  whether  an 
impermi.ssible  u.se  or  disclosure  of 
|)rotected  health  information  constitutes 
a  breach  under  this  standard,  covereil 
entities  and  husiness  associates  were 
nKjninul  to  perform  a  risk  assessment  to 
determine  if  tlmre  is  a  significant  risk  of 
harm  to  the  individual  as  a  result  of  the 
impermissihle  use  or  disclosure.  In 
conducting  the  risk  assessment,  covered 
entities  and  business  associat(!s  were  to 
consider  a  number  or  combination  of 
factors,  including  who  impermissiblv 
used  the  information  or  to  whom  the 
information  was  impermi.ssiblv 
disclosed:  whether  the  covenul  entity  or 
business  associate  had  taken  ste])s  to 
mitigate  or  eliminate  the  risk  of  harm; 
whether  the  pn)tect(id  health 
information  was  actually  accessed:  and 
what  tyj)e  or  amount  of  ])rotected  health 
information  was  impermi.ssiblv  used  or 
disclosed. 

Tb(!  rule  provided  further  that  an 
im])ermi.ssihle  use  or  disclosun;  of 
ju'otected  health  information  that 
qualifies  as  a  limited  data  .set  but  also 
excludes  dates  of  birth  and  zij)  codes 
(both  identifiers  that  may  otherwise  be 
included  in  a  limiteil  data  set}  does  not 
comjiromise  the  security  or  jirivacy  of 
the  ])rotected  health  information.  The 
Department  included  this  narrow 
excejition  in  the  belief  that  it  would  be 
very  difficult  to  re-identify  a  limited 
data  .set  that  excludes  dates  of  birth  and 
zip  codes.  Thus,  a  breach  of  such 
information  would  pose  a  low  level  of 
ri.sk  of  harm  to  an  individual. 

The  interim  final  rule  also  included 
the  three  statutorv  exceptions  to  the 
definition  of  breach.  To  implement 
.section  18400(1  J(Bl(i}  of  the  Act.  the 
first  regulatory  exception  provided  that 
a  breach  excludes  any  unintentional 
acipiisition.  acce.ss.  or  use  of  protected 
health  information  bv  a  workforce 
member  or  jierson  acting  under  the 
authority  of  a  covered  entity  or  busine.ss 
as.sociate.  if  such  acrpiisition,  access,  or 
use  was  made  in  good  faith  and  within 
the  scojje  of  authority  and  does  not 
result  in  further  use  or  disclosure  in  a 
manner  not  permitted  by  the  Privacy 
Rule.  VVe  substituted  the  term 
“workforce  members”  for  the  statutorv 
term  “employees”  because  “workforce 
memlier”  is  a  defined  term  for  jiurjioses 


of  the  HIPAA  Rules  and  means 
employees,  volunteers,  trainees,  and 
other  ])ersons  whose  conduct,  in  the 
performance  of  work  for  a  covered 
entity  or  business  a.ssociate,  is  under  the 
direct  control  of  such  covered  entitv  or 
husine.ss  associate. 

In  addition  to  unintentional,  good 
faith  access  to  protected  health 
information  by  workforce  members,  this 
exception  covers  similar  access  by  a 
business  assoi:iate  of  a  covereil  entity  or 
subcontractor  with  resjiect  to  a  business 
associate  or  other  person  acting  on 
behalf  of  a  covered  entity  or  business 
a.ssociate.  The  exception  does  not. 
however,  cover  situations  involving 
snooping  emjiloyees,  becau.se  acce.ss  as 
a  result  of  such  snoo])ing  would  he 
neither  unintentional  nor  done  in  good 
faith. 

To  implement  section  18400(1  )(Bl(ii} 
and  (iii)  of  the  Act,  the  second 
regulatory  excejition  provided  that  a 
breach  excludes  inadvertent  disclosures 
of  protected  health  information  from  a 
person  who  is  authorized  to  access 
|)rotected  health  information  at  a 
covered  entity  or  busine.ss  as.sociate  to 
another  per.son  authorized  to  access 
protected  health  information  at  the  same 
covered  entity,  busine.ss  associate,  or 
organized  health  care  arrangement  in 
which  the  covered  entity  jiarticipates. 
The  regulatory  exception  includes 
reference  to  an  “organized  health  care 
arrangement”  to  cajiture.  among  other 
things,  clinically  integrated  care  settings 
in  which  individuals  typically  receive 
health  care  from  more  than  one  health 
care  jirovider,  such  as  a  hosjiital.  and 
the  health  care  jnoviders  who  have  staff 
jirivileges  at  the  hospital. 

In  this  regulatorv  exception,  we  also 
inter])reted  the  statutory  limitations  that 
the  disclosure  be  to  “another  person 
similarly  situated  at  the  same  facility” 
to  mean  that  the  disclosure  be  to 
another  per.son  authorized  to  access 
protected  health  information  (even  if  the 
two  jiersons  may  not  be  authorized  to 
access  the  same  tyjies  of  protected 
health  information)  at  the  same  covered 
entity,  husine.ss  associate,  or  organized 
health  care  arrangement  in  which  the 
covered  entity  particijiates  (even  if  the 
covered  entity,  busine.ss  as.sociate,  or 
organized  health  care  arrangement  has 
multiple  facilities  or  locations  across  the 
country). 

Finallv,  to  implement  section 
18400(1  j(A)  of  the  Act,  the  interim  final 
rule  exempted  disclosures  of  protected 
health  information  where  a  covered 
entity  or  a  business  associate  has  a  good 
faith  heliefthat  an  unauthorized  person 
to  whom  the  disclosure  was  made 
would  not  reasonably  have  been  able  to 
retain  such  information.  For  example,  if 


a  covered  entity,  due  to  a  lack  of 
reasonable  safeguards,  sends  a  number 
of  ex])lanations  of  benefits  (FOBs)  to  the 
wrong  individuals  and  a  few  of  the 
FOBs  are  returned  by  the  jiost  office, 
uno])ened,  as  undeliverable,  the  covered 
entitv  can  conclude  that  the  im])ro|)er 
addressees  could  not  reasonably  have 
retained  the  information.  The  fXlBs  that 
were  not  returned  as  nndeliverable, 
however,  and  that  the  covered  entity 
knows  were  sent  to  the  wrong 
individuals,  should  be  treated  as 
potential  breaches.  As  another  example, 
if  a  nurse  mistakenly  hands  a  patient  the 
discharge  papers  belonging  to  another 
jiatient.  but  she  quicklv  realizes  her 
mistake  and  recovers  the  protected 
health  information  from  the  patient,  this 
would  not  constitute  a  breach  if  the 
nurse  can  reasonably  conclude  that  the 
patient  could  not  have  read  or  otherwise 
retained  the  information. 

With  respect  to  any  of  the  three 
exciqitions  discussed  above,  a  covered 
entity  or  business  associate  has  the 
burden  of  ])roof.  jnirsnant  to 
^164.414(1))  (discussed  below),  for 
showing  why  breach  notification  was 
not  required.  Accordingly,  the  covered 
entity  or  business  associate  must 
document  why  the  inqiermissible  use  or 
disclosure  falls  under  one  of  the  above 
excejitions. 

Overview  of  Public  Oomments 

Of  the  apiiroximately  8.5  jinblic 
comments  received  on  the  interim  final 
rule  addressing  the  definition  of  breach, 
ajijiroximately  70  of  those  comments 
addressed  the  harm  standard  and  risk 
assessment  approach  in  the  interim  final 
rule.  We  received  approximately  00 
comments  in  su])])orf  of  the  harm 
standard  and  the  risk  a.sse.ssment 
approach.  The  commenters  in  siqiiiort 
of  this  a])])roach  included  providers, 
health  plans,  professional  a.ssociations, 
and  certain  members  of  Congress.  These 
commenters  argued  that  the  inclusion  of 
the  harm  standard  and  accomjianying 
risk  assessment  was  consistent  with  the 
statutory  language,  aligned  the  interim 
final  rule  with  many  .State  breach 
notification  laws  and  Federal  policies, 
and  a])])ropriately  ])laced  the  obligation 
to  determine  if  a  breach  had  occurred  on 
covered  entities  and  business  as.sociates 
since  they  had  the  reipiisite  knowledge 
of  the  incident  to  be.st  a.sse.ss  the  likely 
impact  of  the  inqiermissible  use  or 
disclosure. 

The  proiionents  of  the  harm  .standard 
and  risk  assessment  apjiroach  also 
argued  that  its  removal  would  increase 
the  cost  and  burden  of  inqilementing 
the  rule  for  covered  entities,  busine.ss 
associates,  as  well  as  MHS,  and  may 
cause  unnece.ssarv  anxietv  and  eventual 
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ajiathy  among  consumers  if  notifications 
are  sent  when  there  is  no  risk  of  harm 
to  the  individual. 

We  also  received  approximattdy  10 
comments  opposed  to  the  liarm 
standard.  Cienerally.  the  commenters 
o])j)osed  to  this  a])i)roach  were  memlHus 
of  r.ongress  and  consumer  advocacy 
gron])s.  Some  oj)j)on(mts  of  the  harm 
.standard  argued  that  its  addition  to  the 
interim  final  rule  set  too  high  a  har  for 
triggering  breach  notification,  which 
was  contrary  to  statutory  intent.  The.se 
c;ommenter.s  argued  that  the  final  rule 
should  adopt  a  bright  line  .standard  for 
breach  notification  to  ensure  that 
indiviiluals  are  aware  of  all 
imjiermissihle  uses  and  disclosures  of 
their  health  information  regardless  of 
the  potential  risk  and  to  make 
implementation  and  enforcement  of  the 
rule  more  uniform  by  n;moving  the 
discretion  and  judgment  given  to 
covered  entities  in  the  interim  final  rule. 
'I’hese  commenters  argued  that  such 
transjiarency  would  better  breed 
consumer  trust  and  would  allow 
individuals  to  assess  the  risk  of  harm 
themselves  and  take  necessary  measnr(;s 
to  mitigate  an  imjjermissihle  use  or 
di.sclosnre  of  their  health  information. 

Other  commenters,  while  o])]K)sed  to 
a  harm  standard  to  trigger  breach 
notification,  nonetheless  agreed  that 
breach  notification  should  not  he 
recjuired  following  every  impermissible 
use  or  disclosure  of  unsecured  ])rotected 
health  information  no  matter  how 
inconsetpumtial  the  breach.  These 
commenters  argued  that,  rather  than  a 
snhjecdive  standard  measuring  the  risk 
of  harm  to  an  individual,  the  final  rule 
should  include  a  more  objective 
.standard  against  which  entities  woidd 
he  recpiired  to  a.ssess  risk.  These 
commenters  suggested  that  the  risk 
assessment  shoidd  focus  on  the  risk  that 
the  protected  health  information  was 
compromised  instead  of  on  the  risk  of 
harm  to  the  individual.  Additionally, 
thes(;  commenters  proposed  four  factors 
that  should  he  considered  to  determine 
whether  the  information  was 
compromised;  (1)  'Fo  whom  the 
information  was  impermi.ssihly 
disclo.sed;  (2)  whether  the  information 
was  actually  accessed  or  viewed;  (3)  the 
potential  ability  of  the  reci])ient  to 
identify  the  subjects  of  the  data;  and  (4) 
in  ca.ses  where  the  recipicmt  is  the 
di.sclosing  covered  entitv’s  business 
associate  or  is  another  covered  entity, 
whether  the  reci])ient  took  apjjropriate 
mitigating  action. 

Some  c;onnnenters  .stated  that  the 
default  function  of  the  rule  was  unclear. 
In  particular,  these  commenters 
(inestioned  whether  the  rule  required 
notification  of  a  breach  unless  it  is 


determined  that  a  significant  ri.sk  of 
harm  does  not  exi.st,  or  alternatively, 
re(jnired  notification  only  in  cases 
where  significant  risk  of  harm  can  he 
demonstrated.  Other  commenters 
suggested  that  we  include  in  the 
definition  an  exjiress  presumption  of  a 
breach  unless  an  entitv  can  show 
otherwise. 

Additionally,  many  commenters 
resjionded  to  the  treatment  of  limited 
data  sets  in  the  interim  final  rule. 
Although  many  commenters  exjjressed 
support  for  the  assertion  that  limited 
data  sets  that  do  not  contain  dates  of 
birth  and  zip  codes  do  not  compromi.se 
the  security  or  privacy  of  protected 
health  information,  most  of  the.se 
commenters  expressed  concern  that  the 
interim  final  rule  did  not  go  far  enough 
and  should  exempt  even  those  limited 
data  sets  that  contain  dates  of  birth  and/ 
or  zi})  c:odes  from  the  breach  notification 
re(]uirement.s.  These  commenters  argued 
that  no  impermi.ssihle  u.se  or  di.sclosnre 
of  a  limited  data  set  should  trigger 
breach  notification  obligations  hecau.se 
without  the  l(i  direct  identifiers  that  the 
Privacy  Ride  requires  to  he  stripped 
from  the  information,  there  is  minimal 
risk  of  harm  to  the  individual. 
Additionallv,  commenters  indicated  it 
would  he  iiostly  and  burdensome  for 
entities  to  have  to  re-identify  the 
information  in  a  limited  data  set  to 
jirovide  notification  and  that  re¬ 
identifying  the  information  could  also 
po.se  an  additional  risk  of  harm  to  the 
affei:ted  individuals.  Finally,  other 
commenters  noted  that  hecan.se 
researchers  connnoidy  relv  on  limited 
data  sets  that  contain  dates  of  birth  and 
zi])  codes,  researchers  would  not  he  able 
to  take  advantage  of  the  excejition  for 
certain  limited  data  sets  in  the  interim 
final  rule,  which  may  have  the  effect  of 
deterring  research. 

In  contrast,  some  commenters 
expressed  concern  regarding  the 
inclusion  of  even  the  limited  excejition 
to  the  definition  of  breach  for  limited 
data  sets  that  do  not  include  dates  of 
birth  and  zip  codes.  These  commenters 
siqiported  requiring  entities  to  perform 
a  risk  a.sse.ssment  to  determine  whether 
an  impermi.ssihle  use  or  di.sclosnre  of 
such  information  compromised  the 
security  or  jirivacy  of  the  information, 
as  there  may  he  a  risk  of  re¬ 
identification  of  this  information 
dejiending  on  who  received  the 
information. 

Final  Rule 

After  considering  the  public 
comments  on  the  ilefinition,  the 
Department  in  this  final  rule  amends  the 
definition  of  “breach”  at  45  (iFR 
184.402.  Based  on  the  comments,  we 


recognize  that  the  language  used  in  the 
interim  final  rule  and  its  preamble 
could  he  construed  and  implemented  in 
manners  we  had  not  intended. 
Accordingly,  this  final  rule  modifies 
and  clarifies  the  definition  of  breach 
and  the  risk  assessment  approach 
outlined  in  the  interim  final  rule. 

First,  we  have  added  language  to  the 
definition  of  breach  to  clarify  that  an 
impermissible  n.se  or  disclosure  of 
])rotected  health  information  is 
presumed  to  he  a  breach  unless  the 
covered  entity  or  business  associate,  as 
applicable,  demonstrates  that  there  is  a 
low  probability  that  the  protected  health 
information  has  been  compromised.  VVe 
recognize  that  some  persons  may  have 
interjireted  the  risk  of  harm  standard  in 
the  interim  final  rule  as  setting  a  much 
higher  threshold  for  breach  notification 
than  we  intended  to  set.  As  a  result,  we 
have  clarified  our  position  that  breach 
notification  is  necessary  in  all  situations 
except  tho.se  in  which  the  covered  entitv 
or  husine.ss  as.sociate,  as  ajiplicahle, 
demonstrates  that  there  is  a  low 
jirohahility  that  the  jirotected  health 
information  has  been  compromised  (or 
one  of  the  other  exceptions  to  the 
definition  of  breach  ajiplies).  We  hidieve 
that  the  express  statement  of  this 
presumjition  in  the  final  rule  will  helj) 
ensure  that  all  covered  entities  and 
business  associates  interpret  and  apply 
the  regulation  in  a  uniform  manner  and 
also  responds  to  commenters  that 
indicated  the  default  function  of  the 
rule  was  unclear.  This  new  language  is 
also  consistent  with  §  184.414,  which 
provides  that  covered  entities  and 
business  associates  have  the  burden  of 
proof  to  demonstrate  that  all 
notifications  were  provided  or  that  an 
impermi.ssihle  u.se  or  disclosure  did  not 
constitute  a  breach  (such  as  by 
demonstrating  through  a  risk  a.sse.ssment 
that  there  was  a  low  probability  that  the 
jirotected  health  information  had  been 
compromi.sed)  and  mu.st  maintain 
documentation  sufficient  to  meet  that 
burden  of  jiroof. 

Second,  to  further  ensure  that  this 
provision  is  applied  uniformly  and 
ohjectivelv  hv  covered  entities  and 
business  associates,  we  have  removed 
the  harm  standard  and  modified  the  ri.sk 
assessment  to  locus  more  objectively  on 
the  risk  that  the  ))rotected  health 
information  has  been  compromised. 
Thus,  breach  notification  is  not  reipiired 
under  the  final  rule  if  a  covered  entity 
or  husine.ss  associate,  as  applicable, 
demonstrates  through  a  risk  a.s.sessment 
that  there  is  a  low  probability  that  the 
protected  health  information  has  been 
compromised,  rather  than  demonstrate 
that  there  is  no  significant  risk  of  harm 
to  the  individual  as  was  provided  under 


5642 


Federal  Register/ Vol.  78,  No.  17/ Friday,  january  25,  2013 /Rules  and  Regulations 


the  interim  final  rnle.  The  final  ride  also 
identifies  the  more  ohjective  factors 
covered  entities  and  Imsine.ss  associates 
must  consider  when  performing  a  risk 
assessment  to  determine  if  the  protectiul 
health  information  has  lieen 
t:ompromi.sed  and  breach  notification  is 
necessary. 

Although  some  commenters  urged  ns 
to  implement  a  bright  line  standard, 
reijidring  notification  for  all 
impermissible  uses  and  disclosures 
without  any  a.ssessment  of  risk,  we 
believe  that  a  risk  as.sessment  is 
nece.s.sarv.  'I’he  statute  acknowledges,  by 
inchuling  a  specific  definition  of  breach 
and  identifying  excejitions  to  this 
definition,  as  well  as  by  providing  that 
an  unaidhorized  acquisition,  access, 
use.  or  di.sclosure  of  protected  health 
information  must  comjiromi.se  the 
security  or  privacy  of  such  information 
to  he  a  breach,  that  there  are  se\'eral 
situations  in  which  unauthorized 
acipdsition,  acce.ss,  n.se,  or  di.sclo.sure  of 
protected  health  information  is  .so 
inconseipiential  that  it  does  not  warrant 
notification.  In  addition  to  the  .statutory 
excejitions  that  have  been  included  in 
both  the  interim  final  rnle  and  this  final 
rnle.  there  may  he  other  similar 
situations  that  do  not  warrant  breach 
notification.  We  agree  with  commenters 
that  jiroviding  notification  in  such  cases 
may  cause  the  individual  nnnece.ssarv 
anxiety  or  even  eviaitnal  apathv  if 
notifications  of  thesi;  tv])es  of  incidents 
are  .sent  routinely.  For  exanqile.  if  a 
covered  entity  misdirects  a  fax 
containing  protected  hiialth  information 
to  the  wrong  physician  practice,  and 
nj)on  r(!ceij)t,  the  receiving  jihvsician 
calls  the  covered  entity  to  .say  he  has 
received  the  fax  in  error  and  has 
destroyed  it,  the  covered  entitv  mav  he 
able  to  demonstrate  after  ])erforming  a 
risk  as.sessment  that  there  is  a  low  risk 
that  the  jirotected  health  information 
has  been  compromi.sed.  Although  this 
.scenario  does  not  fit  into  any  of  the 
statutory  or  regulatory  exciqitions.  we 
believe  that,  like  the  exceptions  to 
breach,  notification  should  not  he 
reipdred  if  the  covered  entity 
demonstrates  a  low  jirohahilitv  that  the 
data  has  been  compromised. 

(iommenters  argiuid  that  a  rnle 
containing  a  bright  line  standard  for 
notification  would  he  easier  for  both  the 
regulated  entities  to  imjilement  and  for 
HIKS  to  enforce.  We  disagree.  Although 
a  rule  that  reipdred  notification 
following  every  impermissible  n.se  or 
(li.sclosnre  may  appear  easier  for 
covered  entities  and  hnsine.ss  as.sociates 
to  inqilement — as  no  determination  of 
the  risk  that  the  protected  health 
information  has  been  compromised 
would  he  reipdred — in  effect,  a  bright 


line  slanilaril  would  he  extremelv 
hurilensome  and  costly  for  entities  to 
implement.  With  no  risk  assessment 
following  an  imjiernd.ssihle  n.se  or 
ili.sclosnre,  entities  mav  he  reipdred  to 
provide  many  notices  each  year  for 
incidents  that  did  not  compromise  the 
security  or  privacy  of  an  iniliviiluar.s 
protected  health  information. 

Although  we  do  not  believe  a  bright 
line  a])])roach  to  breach  notification  is 
ai)j)ro])riate,  we  do  agree  with  the 
commenters  who  ex])re.s.seil  concern 
that  the  risk  as.sessment  focus  on  “harm 
to  an  iniliviilnal”  in  the  interim  final 
rnle  was  too  subjective  and  would  lead 
to  inconsi.stent  interinetations  and 
results  across  covered  entities  and 
hnsine.ss  as.sociates.  As  a  result,  instead 
of  assessing  the  ri.sk  of  harm  to  the 
individual,  covered  entities  and 
business  associates  must  a.sse.ss  the 
jirohahility  that  the  protected  health 
information  has  been  comjiromi.seil 
ha.seil  on  a  risk  a.ssessment  that 
considers  at  least  the  following  factors: 
(1)  The  nature  and  extent  of  the 
])rotecteil  health  information  involved, 
including  the  ty])e.s  of  identifiers  and 
the  likelihood  of  re-identification;  (2) 
the  unauthorized  person  who  used  the 
])rotecteil  health  information  or  to 
whom  the  disclosure  was  made;  (3) 
whether  the  protected  health 
information  was  actually  acquired  or 
viewed;  and  (4)  the  extent  to  which  the 
risk  to  the  protected  health  information 
has  been  mitigated.  We  believe  that  the 
use  of  these  factors,  which  are  derived 
from  the  factors  li.steil  in  the  iiderim 
final  rnle  as  well  as  many  of  the  factors 
suggested  by  commenters,  will  result  in 
a  more  objective  evaluation  of  the  risk 
to  the  jirotecteil  health  information  and 
a  more  uniform  a|)j)lication  of  the  rule. 

As  we  have  mollified  and 
incorporated  tlie  factors  that  must  he 
considered  when  jierforming  a  risk 
a.sse.ssment  into  the  regulatory  text, 
covered  entities  and  hnsine.ss  associates 
shindil  examine  their  policies  to  ensure 
that  when  evaluating  the  risk  of  an 
inqiermissihle  use  or  ili.sclosnre  they 
consider  all  of  the  required  factors.  In 
addition,  given  the  circum.stances  of  the 
impermissible  n.se  or  disclosure, 
additional  factors  may  need  to  he 
considered  to  aiipropriately  as.se.ss  the 
risk  that  the  protected  health 
information  has  been  com|)romiseil.  We 
note  that,  although  we  have  inchideil 
this  risk  a.sse.ssment  in  the  final  rnle. 
this  tyjie  of  assessment  of  risk  should 
not  he  a  new  or  different  exercise  for 
covered  entities  and  business  as.sociates. 
Similar  assessments  of  risk  that  data 
have  been  comjnomiseil  must  he 
performed  routinely  following  security 


breaches  and  to  comjily  with  certain 
.State  breach  notification  laws. 

The  first  factor  requires  covered 
entities  and  business  associates  to 
evaluate  the  nature  and  the  extent  of  the 
protected  health  information  involved, 
including  the  types  of  identifiers  and 
the  likelihood  of  re-iilentification  of  the 
information.  I’o  as.sess  this  factor, 
entities  should  consider  the  txqie  of 
protected  health  iidbrmation  involved 
in  the  imjiermissihle  n.se  or  disclosure, 
such  as  whether  the  disclosure  involved 
information  that  is  of  a  more  .sensitive 
nature.  For  example,  with  respect  to 
financial  information,  this  includes 
credit  card  mnnhers.  social  securitv 
numbers,  or  other  iidbrmation  that 
increa.ses  the  risk  of  identity  theft  or 
financial  fraud.  With  resjiect  to  clinical 
information,  this  may  involve 
considering  not  only  the  nature  of  the 
.services  or  other  information  ' '  but  akso 
the  amount  of  detailed  clinical 
information  involved  (e.g.,  treatment 
plan,  diagnosis,  medication,  medical 
history  information,  te.st  results). 
(Considering  the  type  of  protected  health 
information  involved  in  the 
impermissihle  n.se  or  disclosure  will 
help  entities  determine  the  probability 
that  the  protected  health  information 
could  he  used  by  an  unauthorized 
reci])ient  in  a  manner  adverse  to  the 
iniliviilnal  or  otherwise  used  to  further 
the  nnanthorizeil  recijiient’s  own 
interests.  Aililitionallv.  in  situations 
where  there  are  few.  if  anv.  direct 
identifiers  in  the  information 
impermissihly  ii.sed  or  ili.scloseil, 
entities  should  determine  whether  there 
is  a  likelihood  that  the  protected  health 
information  released  could  he  re- 
identified  based  on  the  context  and  the 
ability  to  link  the  information  with 
other  available  information.'-  For 
example,  if  a  covered  entity 
im|)ermis.sihly  disclo.seil  a  list  of  jjatient 
names,  addresses,  and  hospital 
identification  mnnhers,  the  jirotected 
health  Information  is  obviously 
iilentifiahle,  and  a  risk  assessment  likely 
would  determine  that  there  is  more  than 
a  low  ])rohahility  that  the  information 
has  been  compromi.sed,  dependent  on 
an  as.sessment  of  the  other  factors 
discus.seil  below.  Alternatively,  if  the 
covered  entity  ili.scloseil  a  list  of  patient 
discharge  dates  and  iliagno.ses.  the 

' '  \V(!  caution  that  many  Ibrins  ol  h(!alth 
inlorination.  not  just  inlonnation  ahont  siixuallv 
ti'an.sinitt(al  (lis(;as(;s  or  nuuital  lutalth  or  suiistanco 
ahn.sc.  an;  son.sitivc!. 

'-Inlonnation  that  has  hocn  dc-idontiliod  in 
accordance  with  4.S  Cl'K  lli4..')14(a)-(c)  is  not 
protectiid  liealth  inlonnation.  and  thus,  anv 
inadvertent  or  unauthori/Kal  u.se  or  disclosure  of 
.such  intonnalion  is  nol  consiilered  a  hreach  lor 
purpo.ses  ol  this  rule. 
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entity  would  need  to  c:on.sider  whether 
any  of  tlie  individuals  could  he 
identified  based  on  the  s])ecificity  of  the 
diagnosis,  the  size  of  the  connnunitv 
served  hy  the  covered  entity,  or  whether 
th(!  unauthorized  recipient  of  the 
iidbrmation  may  have  the  ahilitv  to 
c;oinhine  the  information  with  other 
available  information  to  re-ideidify  the 
affected  individuals  (considering  this 
factor  in  combination  with  the  second 
factor  di.sciissed  below).  We  emphasize, 
however,  that  the  entity  must  evaluate 
all  the  factors,  including  those 
discussed  below,  belore  making  a 
determination  about  the  probability  of 
risk  that  the  protected  health 
information  has  been  comjjromised. 

The  second  factor  requires  covered 
entities  and  business  associates  to 
consider  the  unauthorized  per.son  who 
impermissihly  used  the  protected  health 
information  or  to  whom  the 
impermissible  disclosure  was  made. 
I'intities  should  consiiler  whether  the 
unauthorized  j)erson  who  received  the 
information  has  obligations  to  protect 
the  privacy  and  security  of  the 
information.  For  example,  as  discu.ssed 
in  the  interim  final  rule,  if  protected 
health  information  is  imj)ermi.ssihlv 
di.sclo.sed  to  another  eiditv  obligated  to 
abide  by  the  lllPAA  Privacy  and 
.Securitv  Rules  or  to  a  I’ederal  agencv 
obligated  to  com])ly  with  the  Privacy 
Act  of  1974  and  tlu;  Federal  Information 
.Security  Management  Act  of  2()()2.  there 
may  he  a  lower  })rohahility  that  the 
|)rotected  health  information  has  been 
compromi.sed  since  the  recipient  of  the 
information  is  obligated  to  protect  the 
jjrivacy  and  .security  of  the  information 
in  a  similar  manner  as  the  disclosing 
entity.  We  also  emjjhasize  that  this 
factor  .should  he  considered  in 
combination  with  the  factor  di.scussed 
above  regarding  the  risk  of  re¬ 
identification.  if  the  information 
im])ermissihly  u.sed  or  disclosed  is  not 
immediately  identifiable,  entities 
should  determine  whether  the 
unauthorized  jjerson  who  received  the 
protected  health  information  has  the 
ability  to  re-identify  the  information. 

For  examjile,  if  information  containing 
dates  of  health  care  .service  and 
diagnoses  of  certain  employees  was 
imjjernnssihly  di.sclo.sed  to  their 
employer,  the  employer  may  he  able  to 
determine  that  the  information  pertains 
to  specific  employees  ha.sed  on  oth(!r 
information  available  to  the  em])loyer, 
such  as  dates  of  absence  from  work.  In 
this  ca.se,  there  may  he  more  than  a  low 
probability  that  the  i)rotected  health 
information  has  been  compromised. 

.S(iveral  commenters  suggested  that  a 
risk  as.sessment  need  he  completed 
following  only  imjiermi.ssihle 


disclosures  of  ])rotected  health 
information,  since  information 
im])ermi.s.sihly  “used”  remains  within 
the  covered  entity  or  husine.ss  as.sociate. 
We  disagree.  Tin;  final  rule  re(|uire.s  a 
risk  a.sse.ssment  to  he  performed 
following  both  impermissible  uses  and 
disclosures  (that  do  not  otherwist;  fall 
within  the  other  enumerated  exce|)tions 
to  breach).  However,  the  fact  that 
information  only  is  imjjerndssihlv  u.sed 
within  a  covered  entitv  or  business 
as.sociate  and  the  impermi.ssihle  use 
does  not  result  in  further  impermissible 
disclosure  outside  the  entitv,  is 
something  that  may  he  taken  into 
account  in  conducting  the  risk 
asse.ssment  and  may  reduce  the 
probability  that  the  protected  health 
information  has  been  com})romi.sed. 

The  third  factor  rtuinires  covered 
entities  and  husine.ss  as.sociate.s  to 
investigate  an  impermissible  use  or 
disclosure  to  determine  if  the  protected 
health  information  was  actually 
acquired  or  viewed  or,  alternativelv,  if 
only  the  o])]K)rtunity  existed  for  the 
information  to  he  accjuinul  or  viewed. 
For  examj)le,  as  we  discus.sed  in  the 
interim  final  rule,  if  a  laj)to])  computer 
was  stolen  and  later  recovenul  and  a 
forensic  analysis  shows  that  the 
|)rotected  health  information  on  the 
com])uter  was  never  acce.ssed,  viewcul, 
accjuired,  transferred,  orotherwi.se 
com])romised.  the  entity  could 
deterndne  that  the  iidbrmation  was  not 
actually  acijuired  hy  an  unauthorized 
indiviclual  even  though  the  opportunity 
existed.  In  contra.st,  however,  if  a 
covered  entity  mailed  information  to  the 
wrong  individual  who  opened  the 
envelojie  and  called  the  entity  to  say 
that  she  received  the  information  in 
error,  then,  in  this  ca.se,  the 
unauthorized  recipient  viewed  and 
acquired  the  information  because  she 
opened  and  read  the  information  to  the 
extent  that  she  rec:ognized  it  was  mailed 
to  her  in  error. 

The  final  factor  included  in  the  final 
rule  requires  covered  entities  and 
husine.ss  as.sociates  to  consider  the 
extent  to  which  the  risk  to  the  protected 
health  information  has  been  mitigated. 
Covered  entities  and  husine.ss  as.sociates 
should  attempt  to  mitigate  the  risks  to 
the  ]notected  health  information 
following  any  imjiermissihle  use  or 
disclosure,  such  as  hy  obtaining  the 
recipient’s  .satisfactory  assurances  that 
the  information  will  not  he  further  u.sed 
or  di.sclo.sed  (through  a  confidentiality 
agreement  or  similar  means)  or  will  he 
de.stroyed,  and  should  consider  the 
extent  and  efficacy  of  the  mitigation 
when  determining  the  jn'ohahility  that 
the  })rotected  health  information  has 
been  compromised.  We  note  that  this 


factor,  when  considered  in  combination 
with  the  factor  regarding  the 
unauthorized  recijiient  of  the 
information  discu.ssed  above,  may  lead 
to  ilifferent  results  in  terms  of  the  ri.sk 
to  the  protected  health  information.  For 
examjile,  a  covered  entity  may  he  able 
to  obtain  and  rely  on  the  assurances  of 
an  employee,  affiliated  entity,  business 
associate,  or  another  covered  entitv  that 
the  eidity  or  jierson  destroyed 
information  it  received  in  error,  while 
such  a.ssurances  from  certain  third 
jiarties  may  not  he  sufficient.  As 
described  above,  certain  commenters 
suggested  that  mitigation  should  onlv  he 
considered  where  the  recijiient  of  the 
information  is  a  business  associate  of 
the  covered  entity  or  another  covered 
entity.  We  do  not  in  this  rule  limit  this 
factor  to  tho.se  circumstances  hut.  as 
discu.ssed  above,  acknowledge  that  the 
recipient  of  the  information  will  have  an 
impact  on  whether  the  covered  entity 
can  concluile  that  an  impermissihle  use 
or  disclosure  has  been  aiipropriately 
mitigated. 

A  covered  entity’.s  or  business 
associate’s  analysis  of  the  probability 
that  protected  health  information  has 
been  compromi.sed  following  an 
impermissible  use  or  disclosure  must 
address  each  factor  discu.ssed  above. 
Other  factors  may  also  he  considered 
where  neces.sary.  Covered  entities  and 
business  associates  must  then  evaluate 
the  overall  prohahilitv  that  the  protected 
health  information  has  been 
compromi.sed  hy  considering  all  the 
factors  in  comhination,  and  we  expect 
these  risk  a.s.se.s.sment.s  to  he  thorough. 
comj)leted  in  good  faith,  and  for  the 
conclusions  reached  to  he  reasonable.  If 
an  evaluation  of  the  factors  di.scussed 
above  fails  to  demonstrate  that  there  is 
a  low  probability  that  the  protected 
health  information  has  been 
compromi.sed,  breach  notification  is 
re{|uired.  We  do  note,  however,  that  a 
covered  entity  or  husine.ss  associate  has 
the  di.scretion  to  provide  the  required 
notifications  following  an  im))ermi.s.sihle 
use  or  disclosure  of  protected  health 
information  without  performing  a  risk 
assessment.  Because  the  final  rule 
clarifies  the  presumption  that  a  breach 
has  occurred  following  every 
impermissible  use  or  disclosure  of 
jirotected  health  information,  entities 
mav  decide  to  notifv  without  evaluation 
of  the  probability  that  the  protected 
health  information  has  been 
compromi.sed.  In  the  future,  we  will 
issue  additional  guidance  to  aid  covered 
entities  and  business  associates  in 
performing  risk  assessments  with 
respect  to  freipiently  occurring 
.scenarios. 
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In  addition  to  the  removal  of  the  harm 
standard  and  the  creation  of  more 
objective  factors  to  evahiat(;  the 
|)rol)ahility  tliat  protected  healtli 
information  lias  l)een  compromised,  we 
have  removed  the  exception  for  limited 
data  .sets  that  do  not  contain  any  dates 
of  birth  and  zi])  codes.  In  the  final  ride, 
following  the  impermi.ssihle  use  or 
disclosure  of  any  limited  data  .set.  a 
covered  entity  or  Imsine.ss  associate 
must  perform  a  risk  assessment  that 
evaluates  the  factors  di.scu.s.sed  above  to 
determine  if  breach  notification  is  not 
reipiired. 

The  vast  majority  of  commenters  were 
not  snjiportive  of  the  excejition  for 
certain  limited  data  .sets  outlined  in  the 
interim  final  rule,  either  because  they 
believed  the  excejition  did  not  go  far 
enough  and  would  chill  research  that 
needed  access  to  birth  dates  and  ziji 
codes  in  limited  data  .sets,  or  because  of 
concerns  regarding  the  re-identifiahility 
of  the  limited  information  to  which  the 
excejition  ajijilied.  Based  on  the 
comments,  we  believe  it  is  ajijirojiriate 
to  retjuire  the  imjiermissilile  u.se  or 
disclosure  of  a  limited  data  set.  even 
tho.se  that  do  not  contain  dates  of  birth 
and  ziji  codes,  to  he  subject  to  a  risk 
as.sessment  to  demonstrate  that  breach 
notification  is  not  reijuired.  The  final 
ride  exjiressly  includes  a  factor  that 
would  reijuire  consideration  of  the  re- 
identifialiility  of  the  information,  as 
well  a  factor  that  reijnires  an  assessment 
of  the  unauthorized  jierson  who  used 
the  jirotiH:ted  health  information  or  to 
whom  the  di.sclosure  was  made  (i.e.. 
whether  this  jierson  has  the  aliilitv  to  re¬ 
identify  the  affected  individuals).  Thus, 
the  factors  are  jiarticularly  suited  to 
address  the  jirohaliility  that  a  data  set 
without  direct  iilentifiers  has  been 
comjiromised  following  an 
imjiermis.sihle  u.se  or  di.sclosure. 

Further,  we  believe  in  most  cases  that 
the  result  would  he  the  same  under  this 
final  rule  as  under  the  interim  final  rule 
with  resjiect  to  whether  an 
inijiermissilile  u.se  or  disclosure  of  a 
limited  data  .set  that  also  excludes  dates 
of  birth  and  ziji  codes  constitutes  a 
breach  for  which  notification  is 
reijuired.  Due  to  the  lack  of  identifiers 
jire.sent  in  the  jirotected  health 
information,  entities  may  rea.sonalily 
determine  that  there  is  a  low  jirohaliility 
of  risk  that  the  information  has  been 
coinjiromised:  however,  we  stress  that 
this  is  a  fact  sjiecific  determination  to  he 
made  based  on  the  circumstances  of  the 
imjiermissilile  u.se  or  disclosure. 

We  encourage  covered  entities  and 
liusiness  associates  to  take  advantage  of 
the  safe  harbor  jirovision  of  the  breach 
notification  rule  by  encrvjiting  limited 
data  sets  and  other  jirotected  health 


information  jiursuant  to  the  Guidance 
.Sjiecifying  the  Technologies  and 
Methodologies  that  Render  Protected 
Health  Information  llnusalile, 
Unreadalile,  or  Indecijiherahle  to 
IJnauthorized  Individuals  (74  I’R  42740, 
42742).  If  Jirotected  health  information 
is  encrvjited  jiursnanl  to  this  guidance, 
then  no  breach  notification  is  reijuired 
following  an  imjiermissilile  u.se  or 
di.sclosure  of  the  information. 

In  addition  to  the  comments 
di.scussed  above,  it  was  suggested  that 
covered  entities  he  reijuired  to  include 
in  their  notice  of  jirivacy  jiractices 
information  aliont  how  a  risk 
a.sse.ssment  will  he  conducted  or  their 
internal  jiolicies  for  determining 
whether  a  lireach  has  occurred  and 
notification  is  warranted.  It  was  also 
suggested  that  the  breach  notice  to  the 
individual  foliowing  discovery  of  a 
breach  of  unsecured  jirotected  health 
infiirmation  contain  information  aliout 
the  covered  entity  or  liusine.ss 
a.ssociate’s  risk  a.s.sessment  to  helji  the 
individual  better  assess  the  level  of 
threat  jio.sed  by  the  lireach  and  to  better 
determine  the  ajijirojiriate  stejis,  if  any. 
to  take. 

We  decline  to  require  that  the  covered 
entity's  notice  of  jirivacv  jiractices 
include  a  descrijition  of  how  a  risk 
asse.ssment  will  he  conducled,  although 
covered  entities  may  include  such 
information  in  their  notice  of  jirivacy 
Jiractices  if  they  choose.  While  each  risk 
asse.ssment  will  differ  dejiending  on  the 
sjiecific  facts  and  circuni.stances 
.snrronnding  the  imjiermissihle  use  or 
di.sclosure.  we  believe  that  the 
modi ficat ions  in  this  final  rule  will  helji 
ensure  that  covered  entities  and 
liusine.ss  associates  jierform  risk 
as.se.ssment.s  more  uniformly  and 
olijectivelv.  We  also  note  that  the 
content  requirements  for  the  notice  to 
the  individual  outlined  in  §  l(i4.4()4{c) 
already  require  that  the  individual  he 
notified  of  the  circumstances  of  a 
breach,  as  well  as  what  stejis 
individuals  should  take  to  jirotect 
themselves  from  jiiitential  harm 
resulting  from  the  breach. 

One  commenter  suggested  that  we 
require  a  covered  entity  to  hire  an 
indejiendent  organization  to  as.sess  the 
risk  of  an  inijiermissilile  use  or 
disclosure  to  determine  if  breach 
notification  is  required.  We  do  not 
believe  such  a  requirement  is  necessary, 
althongh  covered  entities  are  free  to 
engage  indejiendent  organizations  to 
assi.st  in  making  such  determinations 
jirovided  that,  if  access  to  jirotected 
health  information  is  required,  liusine.ss 
associate  agreements  are  entered  into  to 
Jirotect  the  information.  Further,  we 
lielieve  the  modifications  in  this  final 


rule  are  conducive  to  more  uniform  risk 
as.sessments  across  covered  entities  and 
liusiness  associates.  Additionally,  as 
with  the  interim  final  rule,  we  note  that 
covered  entities  and  liusiness  associates 
have  the  hurden  of  jiroof,  jiursuant  to 
1(i4.414,  to  demonstrate  that  all 
notifications  were  jirovided  or  that  an 
imjiermissihle  use  or  disclosure  did  not 
constitute  a  breach  and  to  maintain 
documentation  (e.g.,  of  the  ri.sk 
assessment  demonstrating  that  there 
was  a  low  jirohaliility  that  the  jirotected 
health  information  had  been 
conijiromised  or  of  the  asse.ssment  that 
the  imjiernii.ssihle  use  or  di.sclosure  falls 
within  one  of  the  other  excejitions  to 
breach),  jiursuant  to  4.5  GFR 
l()4.53()(j)(l)(iv),  as  neces.sary  to  meet 
this  hurden  of  jiroiif.  Thus,  covered 
entities  and  liusiness  associates  have 
adequate  incentive  to  conduct 
rea.sonahle  and  diligent  risk 
assessments. 

Finally,  after  reviewing  and 
considering  the  comments  received 
regarding  the  excejitions  to  the 
definition  of  breach  in  the  interim  final 
rule,  the  Dejiartment  adojits  these 
excejitions  without  modification  in  this 
final  rule.  Although  the  substance  of 
these  excejitions  has  not  changed,  the.se 
excejitions  are  now  located  at  jiaragrajih 
(1)  of  the  definition  of  breach  instead  of 
jiaragrajih  (2)  to  accommodate  the 
modifications  discns.sed  above.  We 
resjiond  to  the  jiuhlic  comments 
addressing  these  excejitions,  as  well  as 
other  laimments  received  on  the 
definition  of  “hreac.h."  below. 

Resjionse  to  Other  Public  (aimments 

Comment:  Many  ciimmenters 
exjiressed  c.oncern  that  violations  of  the 
minimum  necessary  standard  mav 
trigger  breach  notification  oliligations. 

Response:  We.  do  not  believe  it  would 
he  ajijirojiriate  to  exemjit  minimum 
necessary  violations  from  the  breach 
notification  obligations  as  we  do  not 
believe  that  all  minimum  necessary 
violations  jiresent  a  low  jirohaliility  that 
the  Jirotected  health  information  has 
been  comjironiised.  Thus,  uses  or 
disclosures  that  inijiermissibly  involve 
more  than  the  minimum  necessary 
information,  in  violation  of 

I(i4.5()2(h)  and  l(i4. 514(d),  may 
qualify  as  breaches.  .Such  incidents 
niu.st  be  evaluated  as  any  other 
inijiermissilile  uses  or  disclosures  to 
determine  whether  breach  notification 
is  not  required. 

As  exjilained  above,  there  are  several 
factors  to  he  considered  when 
determining  the  jirobability  that  the 
Jirotected  health  information  involved 
in  an  impermissihle  use  or  di.sclosure 
has  been  comjiromised,  including  the 
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unauthorized  jjerson  who  used  the 
inforiuation  or  to  whom  the  disclosure 
was  made.  Thus,  where  a  minimum 
necessary  violation  occurs  in  a 
disclosure  to  a  husiinsss  associate  or  as 
an  internal  use  within  a  covered  entitv 
or  husiness  as.sociate.  the  fact  that  the 
information  was  not  ac(|uired  hv  a  third 
party  would  he  cc)nsidered  as  part  of  the 
ri.sk  as.sessment  and  may  help  lead  to 
the  conclusion  that  there  is  a  low 
prohahility  that  the  ])rotected  health 
information  has  h(!en  compromised. 
Alternatively,  covered  entities  and 
husiness  associates  may  determine  that 
certain  minimum  necessarv  violations 
fall  within  the  exce])tions  to  the 
definition  of  hreach  at  §  l(i4.4()2(l)(i)  or 

(l)(ii). 

We  note  that  the  Privacy  Rule’s 
minimum  necessarv  standard  recpdres  a 
cov(!red  entity  to  make  reasonable 
efforts  to  limit  access  to  protected  health 
information  to  those  persons  or  classes 
of  ])ersons  who  necnl  ac:c(;ss  to  protcicted 
health  information  to  carry  out  their 
duties  and  to  di.sclose  an  amount  of 
protcjcted  health  information  reasonably 
necessarv  to  achieve  the  purpose  of  a 
di.sclosure.  The  Privacv  Rule  recpdres 
c;overecl  entities  to  dcitermine  and  define 
in  their  policies  and  procedures  how  the 
minimum  nec:c!ssarv  standard  appliccs  to 
their  own  uses  and  clisc:losurc;s.  Thus, 
c;c)verecl  entities  are  in  a  good  position 
to  know  when  suc:h  ])c)licic?s  and 
]noc;eclures  have  been  violated  and  to 
assciss  the  ]3rc)hahilitv  that  the  incident 
has  c.ompromised  the  scuauity  or 
jn  ivac.y  of  the  information.  Finally,  we 
will  c:c)nsicler  including  further  guidance 
rcigarcling  the  intc;rac;tion  hetwcam  the 
minimum  nec;e.ssarv  standard  and  the 
hreach  notific;atiun  recjidrciinents  in  the 
guidance  rcrcpdred  hv  section 
1 3405(1)1(1  )(B)  of  the  HITECH  Acl. 

Connnent:  Several  c:ommenters  asked 
that  we  clarify  the  clifferenc;es  between 
“acxjuisition,”  “access,”  “use,”  and 
“cli.sclosnre”  in  the  exc:eptions  in  the 
final  ride.  These  commenters  exjires.sed 
camfusion  regarding  the  use  of  these 
terms  in  the  first  two  exc;eptions  to  the 
definition  of  hreach.  stating  tliat  the 
term  “accpusition”  cxmnotes  a 
disclosure  of  information,  and  thus,  the 
exception  regarding  unintentional 
acapiisition,  ac;c:e.ss,  or  use  of  jn'otecled 
health  information  by  a  workforce 
member  or  person  acling  under  the 
authority  of  a  covered  entity  or  husiness 
associate  imjilicltly  includes  disclosures 
of  ])rc)tec:tecl  health  information. 

Responses:  While  the  Privac:y  Rule 
uses  the  terms  “use”  and  “di.sclosure,” 
we  included  both  “acapiisition”  and 
“ac:ce.ss”  in  the  regulatory  text  for 
consistency  with  the  .statutory  language. 
We  interpret  “accjuisition”  and  “ac;c;es.s” 


to  information  ha.secl  on  their  plain 
meanings  and  believe  that  both  terms 
are  encompassed  within  the  cairrent 
definitions  of  “use”  and  “di.sclosure”  in 
the  HIPAA  Rules.  For  example,  an 
acajuisition  may  he  a  “u.se”  or 
“disclosure”  cle])encling  on  who 
acapured  the  information — i.e..  a 
workforca)  memher  or  .someone  outside 
the  ca)verecl  entity,  sucli  as  a  business 
as.sociate. 

(A)innwnt:  .Several  canmnenters 
supported  our  interpretations  of  the 
statutory  terms  “emiiloyee,”  “same 
facility,”  and  “similarly  situated 
individual”  with  re.s])ec:t  to  the 
exca!|)tions  to  the  definition  of  hreacli. 

RfisponsH:  We  retain  the.se 
clarific;ations  in  this  final  rule. 

Conunant:  .Some  canmnenters  asked 
that  we  use  the  term  “u.se”  instead  of 
“disclosure”  to  describe  the  type  of 
information  excliange  camtemplated  by 
the  excaijition  for  certain  inadvertent 
disclosures  among  persons  similarly 
authorized  to  acaa;s.s  jnotecled  health 
information  at  a  caivered  entity  or 
husine.ss  as.sociate  sincai  the  information 
must  he  shared  within  a  caivered  entity 
or  business  a.ssoclate  for  the  exca;j)tion 
to  a])ply. 

/fc?.s/)on.se;  We  clarify  that  the 
exca!j)tion  at  paragrajih  (  l)(ii)  of  the 
definition  of  “hreacli”  is  intended  to 
aj)])ly  to  cairtain  “disclosures”  that  may 
ocaair  “at”  a  caivered  entitv,  business 
as.sociate,  or  organized  heahh  caire 
arrangement  in  whicli  the  caivered  entity 
particljiate.s — e.g.,  to  jiersons  onsite  at  a 
c:civerecl  entity’s  facility  that  are  not 
workforcai  memliers,  sucli  as  phv.siclans 
with  staff  privileges  at  a  hospital.  For 
im permissible  “u.ses”  of  iirotecled 
health  information  among  workforcai 
memliers  of  a  covered  entity  or  a 
husine.ss  as.sociate,  a  caivered  entity  or 
business  a.ssoclate  should  determine 
whether  the  excaijition  to  hreacli  at 
jiaragraph  (l)(i)  regarding  cairtain 
unintentional  acapiisition,  acaaiss,  or  u.se 
by  a  workforcai  memher  or  person  acling 
under  the  authority  of  a  covered  entity 
or  husine.ss  associate  applies. 

Comment:  One  caimmenter  asked  if 
hreacli  notification  is  recjuired  in  caises 
where  an  ini])ermis.sihle  use  or 
disclosure  originally  cpialifies  for  either 
of  the  excaijiticms  to  hreacli  at 

l(i4. 402(1  )(i)  or  (l)(ii}  at  the  time  the 
incident  ocaairs  hut  later  no  longer  fils 
within  the  excaiption  lieciause  the 
protected  health  information  is  further 
used  or  di.sclo.sed  in  an  iuijiermissihle 
manner. 

/fe.s/ion.se;  The  apjilicaihilitv  of  an 
excaiption  to  hreach  niu.st  he  judged  at 
the  lime  the  incident  is  cliscaivered  and 
evaluated.  If  an  exc;eplic)n  to  hreacli  is 
determined  to  ajiply  sucli  that 


notificaition  is  not  warranted,  the 
incpiiry  into  that  hreacli  ends:  however, 
the  caivered  entity  or  husine.ss  a.s.sc)c;iate 
.should  take  apjiropi late  steps  to  ensure 
that  the  information  is  not  further  used 
or  di.sclosed  impermi.ssihly.  If.  sometime 
after  making  the  determination  that  the 
excieption  applied,  the  information  is 
impermissihly  used  or  disclosed,  the 
caivered  entity  or  husiness  assc)c:iate 
should  treat  that  incident  as  a  separate 
impermissihle  use  or  disclosure  that 
warrants  evaluation  as  a  hreacli  on  its 
own.  As  explained  more  fullv  below,  we 
treat  a  hreacli  as  having  c)c;c:urrecl  at  the 
time  of  the  imjiermissihle  use  or 
disclosure,  which  in  the  caise  of  the  fir.st 
two  exceptions  to  hreacli,  is  at  the  time 
of  the  “further”  impermissible  u.se  or 
disclosure. 

Comment:  One  c:onnnenter  asked  that 
we  hroaclen  the  applic:aticin  of  the 
inadvertent  cli.sc:lo.sure  excieption  to 
apply  to  all  routine  disclosures  between 
caivered  entities.  Other  c;cinnnenter.s 
asked  that  the  rule  exempt  from  the 
hreacli  ncitific:aticin  ohligations 
situations  in  whicli  a  caivered  entitv 
discloses  information  to  a  husiness 
associate  or  another  c:c)verecl  entitv. 
(aimnienters  noted  that  hec:ause  caivered 
entities  and  husiness  associates  are 
recjuired  to  jirotec.t  the  privacw  of 
protected  health  information,  there  is 
little  risk  that  even  an  impermissihle 
clisc;lcisure  between  sucli  entities  would 
caimpromi.se  the  .secairitv  or  privac:v  of 
the  information. 

Response:  We.  do  not  agree  that  sucli 
situations  warrant  a  blanket  excaiption 
from  the  hreac:h  notification  rides.  In 
ajijiropriate  ca.ses,  some  of  the.se 
imjierniissible  disclosures  among 
caivered  entities  and  covered  entities 
and  husiness  associates  may  fall  within 
the  existing  exceptions  to  hreacli  at 
paragraphs  (l)(i)  and  (ii)  of  the 
definition.  ()therwi.se.  sucli  disclosures 
must  he  evaluated  as  to  the  prohahilitv 
that  the  protected  health  information 
has  been  c;ciniprc)niisecl  based  on  a  risk 
assessment  of  a  niimher  of  facitors. 

While  the  fact  that  the  rec.ipient  of  an 
impermissihle  clisc:lc).sure  is  a  caivered 
entity  or  linsiness  a.ssc)c:iate  with 
ohligations  to  jirc)tec;t  the  privac;y  and 
security  of  prc)tec:tecl  health  information 
is  a  camsideration  with  respec:t  to 
assessing  the  risk  that  the  jirc)tec:tecl 
health  information  has  been 
cainijiromised.  it  is  not  the  only  fac:tc)r. 
For  examjile.  a  c:c)verecl  entity  or 
husiness  associate  must  also  evaluate 
the  extent  to  whic;h  the  risk  to  the 
jirotected  health  information  has  been 
mitigated. 

('.omment:  Several  caimmenters 
suggested  that  the  exc;eption.s  to  hreacli 
.should  not  apply  to  situations  where 


5646 


Federal  Register/ Vol.  78,  No.  17/ Friday,  January  2.5,  201 3 /Rules  and  Regulations 


workforce  members  or  employees 
further  use  or  disclose  information  they 
unintentionally  or  inadvertently 
accjuired,  accessed,  or  used,  even  if  such 
further  use  or  disclosure  is  |)ermitl(!d 
under  the  Privacy  Rule.  Additionally, 
the.se  commenters  suggested  that  the 
hreacdi  excej)tions  should  ai)])ly  only  in 
ca.ses  in  which  the  workforce  memher  or 
employee  has  taken  apj)ropriate  steps  to 
mitigate  the  unintentional  ac(|uisition, 
access,  or  u.se  of  protected  health 
iidormation.  such  as  hy  alerting  the 
.sender  of  the  mi.sdirect(;d  information,  if 
applicable,  and  returning  or  destroying 
it. 

liasponse:  We  do  not  believe  it  is 
appropriate  to  prohibit  the  sharing  of 
protected  health  information  for 
])(!rmi.ssihle  purj)oses  following  an 
unintentional  or  inadvertent  error  by  a 
workforce  memher  or  an  employee. 

Doing  so  would  restrict  access  and 
disclosure  of  the  protected  health 
information  for  necessarv  treatment  and 
other  imjjortant  purposes  to  the  extent 
the  workforce  memlxir  or  (anployee 
lUMuled  access  to  the  information  in  the 
future  for  authorized  purpo.ses,  which 
would  adversely  aflect  health  care 
delivery.  We  believe  that  the  rule  strikes 
an  approj)riate  balance;  by  not  allowing 
workforce  memh(;r  errors  to  he  except(;d 
from  the  definition  of  breach  in  cases 
where  the  workforce;  memher  take;s  the; 
infen  inatieni  he;  e)r  she;  has  mistakenly 
e)htaine;el  anel  then  misuse;s  it. 

With  re;spe;e;t  to  re;e|uiring  we)rkfe)re:e; 
memhers  e)r  e;mple)ye;e;s  te;  take; 
appre)priate;  ste;])s  to  mitigate  their 
unintentional  <ie:e;e;ss  te)  ])re)te;cte;el  he;ahh 
infe)rmatie)n.  we;  ne)te;  that  the  Privae:y 
Rule;  alre;aely  re;e|uire;s  e;ove;re;el  entities  to 
eaisure  as  part  of  their  minimum 
ne;e:e;.ssary  polie:ie;s  anel  proe;e;elures  that 
we)rkfe)re:e;  me;mhe;rs  have  a]i])re)])riate 
ae;e:e;.s.s  te;  pre)te;e:te;el  he;:dth  information, 
'rherefem;,  e:e)ve;re;el  e;ntitie;s  .shoulel 
ensure;  that  workfe)re:e  me;mhe;rs  whe) 
gain  i»ce:e;.ss  in  an  unautheerized  manner 
te)  pre)te;e;te;el  he;ahh  informatieni  elo  not 
e;e)ntinue;  to  have;  such  unauthorizeel 
ae;e;e;.ss.  I'his  may  re;e]inre;  having  pe)lie:ie;s 
whie:h  re;eiuire;  we)rkfe)re:e;  me;mhe;rs  te; 
re;turn  e)r  ele;stre)y  the;  infeermatieni  to 
whiedi  the;y  e)htaine;el  unauthe)rize;el 
ae:e;e;ss.  Furthe;r,  e:e)ve;re;el  e;ntitie;s  must 
impleanent  re;ase)nahle;  .safe;guarels  te) 
j)re)te;e:t  against  impermissihle;  u.ses  anel 
elise:le)sure;s,  inedueling  further 
imj)e;rmi.ssihle;  u.se;s  anel  eiise:le)sure;s  by  a 
we)rkfe)re:e;  me;mhe;r  wlu)  h:is  gaine;el 
unauthe)rize;ei  ae:e:e;ss  to  pre)te;e:te;el  he;ahh 
infe)rmatie)n. 

(Jomniani:  Oiw  e.eemmenter  aske;el  that 
we;  incluele;  an  e;xe;e;ptie)n  in  the;  final 
rule  fe)r  situations  in  whie:h  a  la])te)p  is 
le)st  anel  re;e:e)ve;re;el  anel  a  forensic 
analysis  she)w.s  that  the;  pre)te;e:te;el  he;ahh 


infe)rmatie)n  een  the;  e:e)mpute;r  was  ne)t 
ae:e:e;sseel.  The;  e:e)mme;nte;r  state;el  that 
he;e:ause;  the;  lorensie:  analysis  she)we;el 
that  the;  infe)rmatie)n  was  not 
e:e)mj)re)mise;el,  a  risk  a.s.se;.ssme;nt  she)idel 
ne)t  he;  re;ejuire;ei. 

Ihisi}()ns(;:  We;  elo  ne)t  ineduele;  an 
e;x])lie:it  e;xe:eptie)n  lor  this  piirtieailar 
se:e;narie).  As  we;  e;xplaine;el  aheeve,  in 
e-.a.ses  where;  a  le).st  lapte)j)  is  re;e:e)ve;re;el. 
the;  fae;t  that  a  feerensie:  analysis  e)f  the; 
e:e)m])ute;r  shows  that  its  inibrmatie)!) 
was  ne)t  iie:e:e;sse;el  is  a  re;le;vant 
e:e)nsiele;ratie)n  fe)r  the;  risk  asse;.ssme;nt. 
anel  entities  in  sue:h  situatie)ns  may  he; 
able;  te)  ele;me)n.strate  a  low  pre)hahility 
that  the;  informatie)!!  has  he;e;n 
e:om])re)mise;ei.  He)we;ver,  e:e)ve;re;el 
e;ntitie;s  anel  husine;.ss  as.se)e:iate;s  still 
must  ele)e:ume;nt  their  risk  a.s.se;ssnu;nts  in 
the;.se;  e:ases.  We;  al.se)  ne)te;,  as  we;  eliel  in 
the;  interim  final  rule,  if  a  e:e)mpute;r  is 
le).st  or  ste)le;n,  we;  ele)  ne)t  e:e)nsiele;r  it 
re;ase)nahle;  te)  elelay  hi'e;ae;h  ne)tifie:atie)n 
ha.seel  e)n  the;  he)])e;  that  the;  e;e)mpute;r 
will  he;  re;e:e)ve;re;el. 

Comnwnt:  .Some  e:e)mme;nte;rs  askeel 
that  we;  eaeate  an  e;xe:e;ptie)n  to  hre;cie:h  te) 
e;e)ve;r  e:e;rtain  re)utine;  impe;rmissihle; 
elise:le)sme;s  e)f  pre)te;e;te;el  health 
informat  ie)n.  Fe)r  example;,  e:e)nnne;nte;r.s 
aske;el  that  we;  e;xe:e;pt  freem  ne)tifie;atie)n 
elise:le)sure;s  maele;  as  a  re;suh  e)f  the; 
e:e)ve;re;el  e;ntity  mailing  infeermation  te)  a 
patie;nt’s  olel  aelelress,  laxing  infe)rmatie)n 
te)  the;  wreeng  numhe;r,  elise:le)sure;s  imiele 
as  a  result  e)f  le;aving  a  ve)ie:e;  me;.ssage;  at 
the;  wrong  numhe;r  remineling  a  patieait 
e)f  an  upe:e)ming  apj)e)intme;nt.  e)r,  in 
situations  where;  patie;nts  have  iele;ntie:al 
e)r  similar  name;s,  e:e)ntae;ting  the;  wre)ng 
|)atie;nt  te)  infe)rm  him  e)r  her  that  lab 
re;sidts  were;  re;aely. 

U(isi)()ns(^:  We;  ele;e;line;  to  e:re;ate;  sue:h 
an  e;xe:e])tion.  The;  ability  of  a  e:e)vereel 
entity  or  husiiu;ss  a.ssoenate  to 
elemon.strate  that  a  particular  situatie)n 
l)e)se;s  a  le)W  j)re)hahility  that  the 
pre)te;e:te;d  he;ahh  information  was 
e:e)m])re)mise;el  is  very  fae;t  spe;e:ifie:  anel 
will  ele;j)e;nel  e)n  an  asse;ssme;nt  e)f  all  of 
the;  faedors  eli.seais.se;el  aheeve,  sue;h  as  te) 
whe)m  the;  infe)rmatie)n  was  eli.se;le)se;el. 
what  infe)rmatie)n  was  eliscle)se;el,  anel 
what  mitigation  has  taken  plae:e;.  We; 
also  ne)te;  that,  in  some;  e;ase;s,  se)me;  e)f 
the;  situatie)ns  e:e)nte;mplate;el  by  the 
e;e)mme;nte;r.s  may  fall  within  an  e;xisting 
e;xe;e;ptie)n.  For  e;xam])le;,  if  a  e:e)ve;re;el 
entity  mails  pre)te;e:te;el  health 
infe)rm<itie)n  ahe)Ut  an  inelivielual  te)  a 
wre)ng  aelelre;.ss,  the;  impe;rmissihle; 
elise:le).sure;  may  fall  into  the;  e;xe:e;])tie)n  at 
paragra])!)  (iKiii)  e)fthe;  ele;finitie)n  e)f 
l)re;ae:h  if  the  informatie)!)  is  returneel, 
unele;live;re;el  ;mel  une)j)e;ne;el,  te)  the; 
e:e)ve;reel  entity,  sued)  that  an 
unauthe)rize;d  re;e:ipie;nt  ce)ulel  not 
re;a.se)nahlv  have  retaineel  the; 


infe)rmatie)n.  If,  he)we;ve;r,  the; 
infe)rmatie)n  was  ne)t  re;turne;el  e)r  if  the; 
e;e)ve;re;el  entitv  was  infe)rme;ei  by  the; 
unauthe)rize;el  re;e;ipie;nt  that  he;  hael 
re;e;e;ive;el  anel  eepeneel  the;  mail  in  e;rre)r. 
the;  e;e)ve;re;el  entity  we)ulel  neeel  te) 
e:e)m])le;te;  ii  risk  assessment  to  eletermine; 
the;  pre)hahility  that  the;  pre)te;e:te;el  he;ahh 
informatie)!)  hael  he;e;!)  ce)!))pre)!))ise;el  as  a 
re;suh  e)f  the;  i!npe;r!))issihle;  elise;le)sure;. 

Comnumi:  .Several  e:e)!))!))e;!)te;rs  <iske;el 
that  we;  har!))e)!)ize;  the  ii!)al  rule;  with 
the;  ITCi's  lle;ahl)  Hre;ae:l)  Ne)tifie;atie)!) 
fineel  rule;. 

Rcspnnsf;:  Although  the  FT(i  .enel  HITS 
hreaed)  !)otifie;atie)!)  rule;s  ge;!)e;rally  apply 
te)  elifferent  e;!)titie;s.  IlfTS  has  workeel 
ede),se;ly  with  the;  FTC  te)  ensure;  he)th  se;ts 
e)f  re;gulatie)!)s  were;  har!))e)!)ize;el  to  the; 
gre;ate;.st  e;xte!)t  j)e)ssihle  by  incheeling  the; 
same  or  similar  re;e]!!ire;!))e;nts  withi))  the; 
e;e)!)strai!)ts  e)f  the;  statute)ry  language.  In 
aelelitie)!),  in  the  fenv  siteeations  wl)t;re;  an 
e;!)tity  pre)viele;s  PHRs  to  e:uste)me;rs  e)fa 
HIPAA  e:ove;re;el  entity  thre)i!gl)  a 
business  asse)e:iate;  arra!)ge;!))e;!)t  hut  alse) 
])re)viele;s  PHRs  elire;e;tly  te)  the;  puhlie: 
a!)el  a  hreaed)  of  its  re;e;e)rels  e)e;e:urs,  i!) 
e'.ertain  e;ase;s,  the;  FTC  will  eleem 
e:e)!nplia!)e:e;  with  e:e;rtai!)  |)re)visie)!)s  e)f 
HITS’  rule;  as  e:e)!))])lia!)e;e;  with  FTC’s 
rule.  .Se;e;  74  FR  42?)()4.  h)  ])artie:ular,  i!) 
sue;!)  situatie)!)s,  it  may  he;  appre)priate; 
for  the;  ve;!iele)r  te)  pre)viele;  the;  sa!!)e; 
hre;ae;!)  !)e)tie:e;  te)  all  its  PHR  e;uste)!))e;rs 
sine;e;  it  has  a  elire;e:t  re;latie)!)shij)  with  all 
the;  affe;e:te;el  inelivieluals.  Thus,  i!)  the)se; 
li!))ite;el  e:ire;u!!)sta!)e:es  where;  a  veneleer 
e)f  PHRs  (1)  pre)viele;s  !)e)tice;  te) 
inelivieluiils  e)!i  he;half  e)f  <!  HIPAA 
e:e)ve;re;el  entity.  (2)  has  elealt  elire;e:tly 
with  tl)e;se;  i!)eiivieluals  i!)  enaneigieeg 
their  PHR  ae:e:e)U!)ts,  a!)el  (3)  ])re)vide;s 
!)e)tie;e  tf)  its  e:uste)!))e;rs  at  the;  .sanee;  ti!))e;. 
the;  FT(’  will  elee;)))  ce)!))])lia!)e:e;  with 
HH.S  re;e]uire;!))e;nts  governing  the  timing, 
!))ethe)el,  anel  e;e)!)te!)t  e)f  ne)tice;  to  he; 
e:e)!))pliane;e  with  the  e:e)rre;spe)!)eling  FTC 
rule;  preevisieens.  Ne)te;,  however,  that  the 
PHR  ve;!)ele)r  still  must  ce)!))ply  with  all 
e)tl)e;r  FTC  rule  re;e]uire;me;!)ts,  ine:lueling 
the  re;eiuire!))e;nt  te)  notify  the  FTC 
withi!)  ten  business  elavs  ahe;r 
elise:e)ve;ri!)g  the  hre;acl). 

1).  De;fi!)itie)!)  e)f ‘TJ!)se!e:ure!el  Pre)te;e;te;el 
He;ahl)  Information” 

Interim  Final  Rule 

.Se!e:tie)!)  1 .34()2(h)(l  )(A)  e)fthe;  Ae:t 
ele;fi!)e;s  ‘‘u!)see;ure!el  ])re)te;e:te;el  he;ahl) 
i!)fe)r!))atie)!)”  as  ‘‘])re)te;e:te;el  he;ahh 
i!)fe)r!))i!tie)!)”  that  is  !)e)t  .se;e:!!re!el  tl)re)Ugh 
the  u.se  e)f  a  te;e:l)!)e)le)gy  e)r  !))e;tl!e)ele)le)gv 
spe!e;ifieel  by  the;  .Se;e;re;tary  in  guielane:e; 
i.ssiieel  uneler  |.se;e:tie)!)  1 34()2(h)(2)l.”  The; 
Ae:t  at  .see:tio!)  134()2(h)(2)  re;e|uire;s  that 
the;  .Se;e;re;tarv  specify  in  the  guiela!)e:e;  the; 
te;e;l)!)olejgie;s  anel  !))e;the)elole)gies  that 
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render  ])r()te(:te(l  health  information 
unusable,  unreadahle,  or  iiulecipherahle 
to  unauthorized  individuals. 

Accordingly,  the  interim  final  rule 
defined  “unsecured  protected  health 
information”  as  ])rotected  health 
information  that  is  not  rendenul 
nnusahle,  unreadahle.  or  indecipherable 
to  nnanthorized  individuals  through  the 
use  of  a  technology  or  methodology 
sp(!cified  by  the  Secr(!tary  in  guidance, 
riiis  guidance,  which  was  published  in 
njjdated  form  within  the  j)reamhle  to 
the  interim  final  rule  and  made 
available  on  the  IIMS  Web  site.  s])ecifies 
that  only  encryption  and  destruction, 
consistent  with  National  Institute  of 
Standards  and  Technology  (NIST) 
guidelines,  renders  protected  health 
information  unusable,  unreadahle,  or 
indecij)heral)le  to  unauthorized 
individuals  such  that  notification  is  not 
required  in  tin?  event  of  a  breach  of  such 
information. 

Overview  of  Ihdjlic  Comments 

While  wi;  rec:eived  a  numher  of 
technical  and  other  comments  on  the 
guidance,  we  did  not  receive  any 
connmmts  on  the  language  of  the  above 
definition  itself.  We  intend  to  address 
the  comments  on  the  guidance  in  our 
next  update  to  the  guidance. 

Final  Rule 

Tlu!  final  rule  modifies  the  interim 
final  rule’s  definition  of  “unsecured 
protected  health  information”  to  replace 
the  term  “unauthorized  individuals”  in 
the  definition  with  “unauthorized 
persons.”  The  term  “individual”  is 
defined  in  ^  180.103  to  mean  the  ])erson 
who  is  the  .subject  of  the  jirotected 
health  information,  which  is  not  what  is 
intended  with  the  reference  to 
“individual”  in  the  definition  of 
“unsecured  protected  health 
information.”  Accordingly,  the  final 
rule  uses  more  apj)roj)riately  the  term 
“unauthorized  persons.”  The  final  ride 
al.so  modifies  the  definition  to  remove 
the  term  “on  the  HHS  Web  site”  as 
unnecessary  language.  While  we  remove 
the  refiirence  to  the  HUS  Web  site  from 
the  regulatory  text,  we  do  jilan  to 
continue  to  ])o.st  ujidates  to  the  guidance 
on  the  Web  site  as  they  are  i.ssued. 

2.  Section  184.404 — Notification  to 
Individuals 

Interim  Final  Rule 

Section  13402(a)  of  the  Act  provides 
that  a  covered  entity  that  acces.ses. 
maintains,  retains,  modifies,  records, 
.stores,  destroys,  or  otherwi.se  holds, 
uses,  or  discloses  unsecured  protected 
health  information  shall,  in  the  case  of 
a  breach  of  such  information  that  is 
discovered  by  the  covered  entitv,  notifv 


each  affected  individual  whose 
un.secured  protected  health  information 
has  been,  or  is  rea.sonahly  believed  by 
the  covered  entity  to  have  Ixien, 
acces.sed,  acquired,  or  disclosed  as  a 
result  of  such  breach.  Accordingly, 

§  184.4()4(a)(l)  of  the  interim  final  rule 
included  the  general  rule  that  a  covered 
entity  shall,  following  the  discovery  of 
a  hnxich  of  unsecuriid  jirotected  health 
information,  notify  each  individual 
whose  unsecured  protected  health 
information  has  been,  or  is  reasonahlv 
believed  to  have  been  acce.ssed, 
ac(]uired,  n.sed,  or  di.sclo.sed  as  a  result 
of  such  breach. 

Breaches  Treated  as  Discovered 

Section  134()2(c)  of  the  HITECH  Act 
states  that  a  breach  .shall  he  treated  as 
discovered  by  a  covenul  entity  or 
Inisine.ss  associate  as  of  the  first  day  on 
which  such  breach  is  known  or  should 
rea.sonahly  have  been  known  to  the 
covered  entity  or  business  a.ssociate. 

'I’he  Act  al.so  specifies  that  this 
discovery  is  triggered  as  soon  as  any 
person,  other  than  the  individual 
committing  the  breach,  who  is  an 
emjiloyee,  officer,  or  other  agent  of  the 
covered  entity  or  business  associate 
knows  or  should  rea.sonahly  have 
known  of  the  breach. 

.Section  184.4()4(a)(2]  of  the  interim 
final  rule  implemented  the  Act’s 
discovery  provision,  with  respect  to 
covered  entities  by  stating  that  a  breach 
shall  he  treated  as  discovered  by  a 
covered  entity  on  the  first  day  the 
breach  is  known  to  the  covered  entity, 
or  by  exercising  reasonable  diligence 
would  have  been  known  to  the  covered 
entity.  The  interim  final  rule 
incorporated  the  term  “by  exercising 
reasonable  diligence,”  which  is  used  in 
the  HIFAA  Enforcement  Rule  and 
defined  to  mean  the  “business  care  and 
|)rudence  expected  from  a  person 
seeking  to  satisfy  a  legal  requirement 
under  similar  circumstances.” 

.Section  184.4()4(a)(2)  of  the  interim 
final  rule  further  jirovided,  in 
accorilance  with  the  Act,  that  a  covered 
entity  is  deemed  to  have  knowledge  of 
a  breach  if  such  Imxich  is  known,  or  hv 
exercising  reasonable  diligence  would 
have  been  known,  to  any  person  other 
than  the  jierson  committing  the  breach, 
who  is  a  workforce  member  or  agent  of 
the  covered  entitv.  Thus,  the  breach  is 
treated  as  discovered  by  the  covered 
entity  at  the  time  the  workforce  member 
or  other  agent  has  knowledge  of  the 
breach.  The  rule  also  clarified  that  the 
federal  common  law  of  agency  controls 
in  determining  who  is  an  agent  of  the 
covered  entity,  which  is  consistent  with 
how  agency  liability  is  determined 
under  the  HIFAA  Rules. 


Overview  of  Fuhlic  Comments 

.Several  commenters  argued  that  a 
breach  should  he  treated  as  di.scovered 
by  a  covered  entity  only  after 
management  has  been  notified  of  the 
incident.  Commenters  stated  that  the 
Department  should  not  hold  an  entity 
responsible  for  knowing  of  a  breach  if 
an  appro|)riately  trained  emjilovee  fails 
to  inform  the  projier  jiersons  within  the 
entity  of  a  breach.  Other  commenters 
asked  for  guidance  and  more 
clarification  regarding  what  it  means  for 
a  covered  entity  or  business  a.ssociate  to 
he  exercising  rea.sonahle  diligence,  such 
as  what  fre(|nency  of  monitoring  for 
breaches  is  expected  or  what  types  of 
systems  must  covered  entities  and 
business  associates  have  in  place  to 
detect  breaches. 

Final  Rule 

We  retain  §  184.4()4(a)(2)  in  this  final 
rule  without  modification.  We  decline 
to  ado])t  the  suggestion  that  a  covered 
entity  he  deemc'd  to  have  di.scoven!d  a 
breach  only  when  management  is 
notified  of  the  breach.  The  HITEfiH  Act 
itself  provides  that  a  breach  is  to  he 
treated  as  di.scovered  by  a  covered  entity 
or  business  a.ssociate  if  “any  jier.son, 
other  than  the  individual  committing 
the  breach,  that  is  an  employee,  officer, 
or  other  agent  of  such  entitv  or 
associate”  knows  or  shoidcl  reasonahlv 
have  known  of  the  breach.  This  concejil 
is  also  consistent  with  the  HIFAA 
Enforcement  Rule  and  the  Federal 
common  law  of  agency.  Wi;  encourage 
covered  entities  and  business  associates 
to  ensure  their  workforce  members  and 
other  agents  are  adequately  trained  on 
the  importance  of  prompt  reporting  of 
])rivacy  and  security  incidents. 

With  respect  to  those  commenters 
asking  for  guidance  on  what  it  means  for 
a  covered  entity  to  he  exercising 
reasonable  diligence,  we  note  that  the 
term  rea.sonahle  diligence,  as  defined  in 
§  180.401 .  means  the  business  care  and 
prudence  expected  from  a  ))(!r.son 
seeking  to  satisfy  a  legal  requirement 
under  similar  circumstances.  The 
determination  of  whether  a  jierson  acted 
with  reasonable  diligence  is  generallv  a 
factual  one,  since  wliat  is  reasonable 
depends  on  the  circumstances.  Factors 
to  he  considered  include  whether  a 
covered  entitv  or  husine.ss  as.sociate  took 
reasonable  steps  to  learn  of  breaches 
and  whether  there  were  indications  of 
breaches  that  a  person  .seeking  to  .satisfy 
the  Rule  would  have  investigated  under 
similar  circumstances,  (^overeil  entities 
and  business  associates  may  wish  to 
look  to  how  other  covered  entities  and 
business  associates  operating  under 
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similar  einaimstances  conduct 
themselves  for  a  .standard  of  practice. 

'rimeline.ss 

S(!ction  134()2(d)  of  the  Act  and  the 
implementing  regulations  at 
§  1(>4. 404(1))  require  covered  entities  to 
notify  individuals  of  a  breach  without 
unreasonahle  delay  hut  in  no  case  later 
than  00  calendar  days  from  the 
discovery  of  the  hreach.  except  in 
certain  cinaunstances  where  law 
enforcement  has  recpiested  a  delay. 

Under  this  rule,  the  time  period  for 
hreach  notification  begins  when  the 
incident  is  first  known,  not  when  the 
investigation  of  the  incident  is 
complete,  even  if  it  is  initially  unclear 
whether  the  incident  constitutes  a 
hreach  as  defined  in  the  rule.  A  c:overed 
entity  is  expected  to  make  the 
individual  notifications  as  soon  as 
reasonably  possible  after  the  covered 
entity  takes  a  reasonable  time  to 
investigate  the  circumstances 
surrounding  the  hreach  in  order  to 
collect  and  develop  the  information 
retpiired  to  he  included  in  the  notice  to 
the  individual.  The  (it)  days  is  an  outer 
limit  and  therefore,  in  some  cases,  it 
may  he  an  “unreasonahle  delay”  to  wait 
until  the  (iOth  day  to  ])rovide 
notification. 

Overview  of  Public  (lomments 

While  some  commenters  generallv 
were  su])])ortive  of  this  provision  in  the 
interim  final  rule,  others  argued  that  the 
()()-dav  timeframe  for  notification  to 
individuals  is  unreasonahle  and 
nupiested  more  time,  such  as  120  days, 
to  j)rovide  the  notifications.  Some 
commenters  argued  that  the  clock  on  the 
()0-day  timeframe  should  not  begin  to 
run  until  after  a  covered  entity  has 
comj)leted  its  investigation  and 
determined  that  a  hreach  has  occurred. 
Another  c;ommenter  exj)ressed  the  need 
for  clarification  about  the  types  of 
delays  in  notifying  individuals  that 
would  he  considered  reasonable  and 
whether  a  covered  entity's  resources 
would  he  taken  into  account  in 
determining  whether  any  delay  was 
reasonable. 

Final  Rule 

We  retain  §  l(i4. 404(1))  in  this  final 
rule  without  modification.  This  is  the 
.standard  expre.ssly  provided  for  in  the 
.statute  and  we  otherwi.se  do  not  believe 
it  necessary  or  prudent  to  extend  the 
timeframe.  (Covered  entities  and 
business  associates  have  been  operating 
under  this  timeliness  standard  since  the 
issuance  of  the  interim  final  rule  and  we 
believe  a  longer  time  period  to  notify 
individuals  of  breaches  of  unsecured 
j)rotected  health  information  could 


adversely  impact  affected  individuals 
and  the  ability  to  mitigate  adverse 
con.secpiences.  Ff)r  the  same  I'easons.  we 
continue  to  provide  that  the  tinie  j)eriod 
begins  to  run  when  the  incident 
becomes  known,  not  when  it  is 
deteimined  that  a  hieach  as  defined  by 
the  rule  has  occinred.  riieie  is  sufficient 
time  within  this  standard  both  to 
conduct  a  prompt  investigation  of  the 
incident  and  to  notify  affected 
individuals. 

With  respect  to  what  constitutes  a 
reasonable  versus  unreasonahle  delay 
within  the  (iO-day  timeframe,  such 
determinations  are  fact  .s])ecific  and 
there  are  many  factors  that  may  he 
relevant,  including  the  nature  of  the 
hreach.  numher  of  individuals  affected, 
and  resources  of  the  covered  entity. 

Content  of  the  Notification 

Section  13402(1]  of  the  HITECH  Act 
set  forth  the  content  recpiireinents  for 
the  hreach  notice  to  the  individual. 
Section  1()4.4()4(c)  of  the  interim  final 
rule  incor])orated  the  statutory 
elements,  nupiiring  the  following 
information  he  included  iu  the  notices, 
to  the  extent  possible:  (1)  A  brief 
de.scription  of  what  ha])j)ened, 
including  the  date  of  the  hreach  and  the 
date  of  the  discovei  y  of  the  hi’each,  if 
known;  (2)  a  descri])tion  of  the  tvj)es  of 
un.secured  ])rotected  health  information 
that  were  involved  in  the  hieach  (such 
as  whether  full  name,  .social  .securitv 
numher.  date  of  birth,  home  addre.ss, 
account  numher,  diagnosis,  disability 
c:ode,  or  other  types  of  information  were 
involved):  (3)  any  steps  individuals 
should  take  to  i)rotect  themselves  from 
])otential  harm  resulting  from  the 
hreach;  (4)  a  brief  descri])tion  of  what 
the  covered  entity  involved  is  doing  to 
investigate  the  hreach,  mitigate  the  harm 
to  individuals,  and  to  protect  against 
any  further  breaches:  and  (.5)  contact 
procedures  for  individuals  to  ask 
que.stions  or  learn  additional 
information,  which  shall  include  a  toll- 
free  tele])hone  numher,  an  email 
address.  Web  site,  or  |)ostal  address. 

The  interim  final  rule  added  the  term 
"diagnosis,”  to  the  parenthetical  listing 
of  examples  of  types  of  j)rotected  health 
information,  which  was  not  in  the 
statute,  to  make  clear  that,  where 
appropriate,  a  covered  entity  may  need 
to  indicate  in  the  notification  to  the 
individual  whether  and  what  types  of 
treatment  information  were  involved  in 
a  hreach.  In  addition,  with  I'espect  to  a 
covered  entity’s  mitigation,  the  interim 
final  rule  replaced  the  statutory  term 
“mitigate  losses”  with  “mitigate  harm  to 
individuals”  to  make  clear  that  the 
notification  should  de.scrihe  the  steps 
the  covered  entity  is  taking  to  mitigate 


potential  harm  to  individuals  resulting 
from  the  hreach  and  that  such  harm  is 
not  limited  to  economic  loss. 

To  address  the  leadahility  and 
accessibility  of  the  notice,  the  interini 
final  rule  made  a  numher  of 
clarifications.  First,  the  Department 
included  in  the  interin)  final  rule  a 
i’e(|uiiement  that  the  hreach  notices  he 
written  in  plain  language  so  that 
individuals  will  he  able  to  understand 
them  more  easily,  which  means  the 
notice  should  he  written  at  an 
a])])ropriate  reading  level,  using  clear 
language  and  syntax,  and  not  include 
any  extraneous  material  that  might 
diniinish  the  message  it  is  trying  to 
convey. 

.Second,  the  interim  final  lule 
explained  that  sonie  coveied  entities 
may  have  obligations  under  other  laws 
with  res])ect  to  their  comnuinication 
with  affected  individuals.  For  example, 
to  the  extent  a  coveied  entity  is 
obligated  to  comply  with  Title  VI  of  the 
Civil  Rights  Act  of  1t)()4,  the  covered 
entity  must  take  lea.sonahle  .ste])s  to 
ensure  meaningful  access  for  Limited 
English  Proficient  persons  to  the 
services  of  the  covered  entity,  which 
could  ine:lude  translating  the  notice  into 
ire(|uently  encountered  languages. 
.Similarly,  to  the  extent  that  a  covered 
entity  is  recpiired  to  com])ly  with 
.Section  .504  of  the  Rehabilitation  Act  of 
1073  or  the  Ameiicans  with  Disabilities 
Act  of  loot),  the  covered  entity  has  an 
obligation  to  take  .stej)s  that  may  he 
necessary  to  ensure  effective 
communication  with  individuals  with 
disabilities,  which  coidd  include 
making  the  notice  available  in  alternate 
formats,  such  as  Braille,  large  print,  or 
audio. 

Overview  of  Public  Comments 

.Several  commenters  stated  that  the 
content  reciuiiements  for  hreach 
notification  were  too  vague.  .Some 
commenters  asked  that  we  provide 
tem])lates  or  sample  notices  to  he  u.sed 
hy  coveied  entities.  Other  commenteis 
asked  for  more  specific:  guidance  about 
])articular  recpiired  c;c)ntent  elements  of 
the  nc)tic;e,  suc:h  as  what  information 
should  he  provided  to  individuals  about 
a  c;c)verecl  entity’s  or  husine.ss  assc)c;iate's 
mitigation  efforts  and  regarding  any 
em])lc)yee  sanc:tic)ns,  partic:ularlv  if  a 
comjiany  has  pc)lic;ies  that  recpiire 
c:ertain  emj)loyment  ac;tic)ns  he  kej)t 
c;onficlential.  It  was  also  suggested  that 
we  publish  a  list  of  actions  to  he 
inc:ludecl  in  the  nc)tic:es  based  on  the 
type  of  hreach  with  respec;t  to  the  steps 
individuals  .should  take  to  protect 
themselves  from  harm.  .Some 
c:c)nimenters  also  asked  that  the 
De])artment  c;larify  that  the  requirement 
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to  include  “a  l)rief  description  of  what 
lia])j)ened”  would  not  recpure  the 
covered  entity  or  hnsiiui.ss  as.sociate  to 
describe  how  the  breach  occurred  such 
that  it  would  caeate  a  roadmap  for  future 
breacluis. 

Final  Rule 

VVe  retain  §  184. 404(c)  in  this  final 
ride  without  modification.  The  content 
reiiuirements  in  the  Rule  generally 
mirror  the  content  reciuirements  in  the 
.statute  and  each  element  is  an  important 
comjjonent  of  the  notice  to  ensure 
individuals  receive  the  information  they 
need  to  protect  themselves  to  the  extent 
possible  from  the  consecpiences  of  a 
breach  and  to  learn  what  is  being  done 
to  mitigate  the  breach  and  prevent 
future  lireaches.  At  the  same  time,  the 
content  provisions  are  sufficiently 
flexible  to  allow  covered  entities  and 
business  associates  to  tailor  the  breach 
notices  based  on  the  circumstances 
surrounding  the  breach  and  of  the 
entity.  In  our  ex])erience  in 
administering  the  Rule  since  2009.  the 
Rule  jjiovides  sufficient  flexibilitv  to 
descrihe  to  the  individual  the 
circumstances  surrounding  the  breach 
in  a  more  general  manner  that  still 
provides  the  individual  with  |)ertinent 
information  but  that  does  not  ))rovide  a 
roadmap  to  third  parties  for  future 
breaches.  For  exam])le,  the  notice  need 
not  exj)lain  the  exact  type  of 
vulnerability  in  the  .security  of  a  covered 
entity’s  electronic  records  svstem  that 
led  to  unauthorized  access  and  how  that 
vulnerability  was  exploited.  Similarly,  a 
covered  entity  has  flexibilitv  in 
describing  what  the  covered  entity  is 
doing  in  res])onse  to  a  breach.  Where 
employee  sanctions  are  relevant  based 
on  the  circumstances  of  the  breach,  a 
covered  entity  may  determine  that  it 
wants  to  describe  the  sanctions  imposed 
more  generally  and  nothing  in  the  Rule 
would  require  that  the  notice  include 
the  names  of  the  employees  involved. 
For  examjjle,  a  covered  entity  may  want 
to  indicate  generally  that  the  einjilovees 
involved  have  been  apjjropriately 
discii^lined,  particularly  if  multiple 
employees  received  varying  levels  of 
.sanctions  ba.sed  on  their  degrees  of 
involvement  in  the  breach.  In  other 
cases,  it  may  benefit  the  covered  entity 
to  be  more  s])ecific  so  as  to  better  assure 
individuals  that  the  entitv  i.s 
apjirojjriately  addressing  the  situation, 
such  as  indicating  that  an  employee 
who  im])roj)erIy  accessed  and  .sold 
patient  information  was  promptly 
terminated. 

With  respect  to  templates,  examples, 
or  other  guidance,  the  Department 
anticipates  providing  additional 
guidance  in  the  future. 


Methods  of  Notification 

Section  18402(e)(1)  of  the  HITECH 
Act  provides  for  both  actual  written 
notice  to  affected  individuals,  as  well  as 
substitute  notice  to  affected  individuals 
if  contact  information  i.s  in.sufficient  or 
out-of-date.  Sjjecifically,  the  statute 
reijuires  breach  notifications  to  he  sent 
by  fir.st-class  mail  at  the  last  known 
address  of  the  individual  or  next  of  kin 
if  the  individual  i.s  decea.sed,  or  by 
electronic  mail  if  specified  as  the 
preferred  method  by  the  individual.  The 
Act  also  provides  that  the  notification 
may  be  provided  in  one  or  more 
mailings  as  the  information  becomes 
available.  Where  there  is  insufficient  or 
out-of-date  contact  information  that 
precludes  direct  written  notice  to  the 
individual,  the  statute  requires  that  a 
substitute  form  of  notice  be  provided  to 
the  individual.  If  there  is  in.sufficient 
contact  information  for  10  or  more 
individuals,  the  Act  requires  that  the 
substitute  notice  be  a  conspicuous 
j)osting  on  the  home  page  of  the  covered 
entity’.s  Web  site  or  notice  in  major  jn  int 
or  broadcast  media  in  the  geogra])hic 
areas  where  the  affected  individuals 
likely  reside,  and  in  either  case,  that  a 
toll-free  number  be  included  where 
individuals  can  learn  whether  their 
information  was  possiblv  included  in 
the  breach.  Finallv,  the  Act  jirovides 
that  a  covered  entity  may  provide  notice 
by  telej)hone  or  other  means  to 
individuals,  in  addition  to  direct  written 
notice  by  first-cla.ss  mail  or  email,  in 
urgent  situations  involving  possible 
imminent  misuse  of  the  individual's 
information. 

Section  184.4()4(d)  of  the  interim  final 
rule  set  forth  these  methods  for 
providing  breach  notifii:ation  to  affected 
individuals.  Section  l()4.4()4(d)(l  )(i)  of 
the  interim  final  rule  retpiired  a  covered 
entity  to  provide  breach  notice  to  an 
affected  individual  in  written  form  bv 
fir.st-class  mail  at  the  individual’s  la.st 
known  address.  The  interim  final  rule 
also  permitted  covered  entities  to 
jjrovide  this  written  notice  in  the  form 
of  electronic  mail  if  the  individual  has 
agreed  to  receive  electronic  notice  and 
that  agreement  has  not  been  withdrawn. 

The  Department  clarified  that, 
consistent  with  ^  l()4..5()2(g)  of  the 
Privacy  Rule,  where  the  individual 
affected  by  a  breach  i.s  a  minor  or 
otherwise  lacks  legal  capacity  due  to  a 
])hysical  or  mental  condition,  notice  to 
the  jiarent  or  other  person  who  is  the 
jKirsonal  representative  of  the 
individual  would  .satisfv  the 
recjuiremeiits  of  §  l(i4.4()4(d)(1 ). 
Additionally,  with  resjject  to  deceased 
individuals,  the  interim  final  rule  at 
§  lB4.4()4(d)(l)(ii)  provided  that  notice 


of  a  breach  he  .sent  to  either  the 
individual’s  next  of  kin  or  personal 
rejiresentative,  as  such  term  i.s  used  for 
purposes  of  the  Privacy  Rule, 
recognizing  that  in  some  ca.ses,  a 
c:overed  entity  may  have  contact 
information  for  a  personal 
representative  of  a  deceaseil  individual 
rather  than  the  next  of  kin.  To  address 
administrative  and  privacv  concerns 
with  a  covered  entity  being  re(|uired  to 
obtain  contact  information  for  the  next 
of  kin  of  a  deceased  patient  in  ca.ses 
where  the  individual  did  not  otherwise 
])rovitle  the  information  while  alive,  the 
interim  final  rule  also  clarified  that  a 
covered  entity  is  only  required  to 
provide  notice  to  the  next  of  kin  or 
personal  representative  if  the  covered 
entity  both  knows  the  individual  is 
decea.sed  and  has  the  address  of  the  next 
of  kin  or  personal  re])re.sentative  of  the 
decedent. 

If  a  covered  entity  does  not  have 
sufficient  contact  information  for  some 
or  all  of  the  affected  individuals,  or  if 
.some  notices  are  returned  as 
undeliverable,  the  interim  final  rule 
required  a  covered  entity  to  ])rovide 
substitute  notice  for  the  unreachable 
individuals  in  acc;ordance  with 
§  1()4.4()4(d)(2).  The  interim  final  ride 
reipiired  that  substitute  notice  be 
provided  as  soon  as  reasonably  possible 
after  the  covered  entity  is  aware  that  it 
has  insufficient  or  out-of-date  contact 
information  for  one  or  more  affected 
individuals  and  that  the  notice  contain 
all  the  elements  that  §  l(j4.4()4(c) 
requires  be  included  in  the  direct 
written  notice  to  individuals.  With 
respect  to  decedents,  however,  the 
interim  final  rule  jirovided  that  a 
covered  entity  is  not  reiiuired  to  provide 
substitute  notice  for  the  next  of  kin  or 
personal  representative  in  ca.ses  where 
the  covered  entity  either  does  not  have 
contact  information  or  has  out-of-date 
contact  information  for  the  next  of  kin 
or  jiersonal  rejiresentative. 

Section  l(i4.4()4(d)(2)  of  the  interim 
final  rule  required  that,  whatever 
method  used,  the  substitute  form  of 
notice  be  reasonablv  calculated  to  reach 
the  individuals  for  whom  it  is  being 
provided.  If  there  are  fewer  than  10 
individuals  for  whom  the  covered  entitv 
has  insufficient  or  out-of-date  contact 
information  to  provide  the  written 
notice,  S  l(i4.404(d)(2)(i)  of  the  interim 
final  rule  permitted  the  covered  entitv 
to  ])rovide  substitute  notice  to  such 
individuals  through  an  alternative  form 
of  written  notice,  by  telejihone,  or  other 
means.  For  exam})le.  if  a  covered  entity 
learned  that  the  home  address  it  has  for 
one  of  its  patients  was  out-of-date,  but 
it  had  the  patient’s  email  address  or 
telephone  numher,  it  could  provide 
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substitute  notice  by  email  (even  il  the 
j)atient  bad  not  agriMul  to  electronic 
notice)  or  by  phone.  Alternatively, 
posting  a  notice  on  the  Web  site  oi  the 
covered  entity  or  at  another  location 
may  be  aj)propriale  if  the  covereil  entity 
lacks  any  current  contact  information 
for  the  patients,  so  long  as  the  ])osting 
is  done  in  a  manner  that  is  reasonably 
calculated  to  r(!acb  the  individuals. 

If  a  covered  entity  has  insufficient  or 
oul-»)f-date  contact  information  for  It)  or 
more  individuals,  then 
S  l(i4.4()4((l)(2)(ii)  of  the  interim  final 
rule  recpureci  the  covered  entity  to 
provide  sub.stitute  notice  through  either 
a  conspicuous  posting  for  a  period  of  90 
days  on  the  home  ])age  of  its  Web  site 
or  consj)icuous  notice  in  major  jjrint  or 
broadcast  media  in  geographic  areas 
where  the  individuals  affected  by  the 
hr(!ach  likely  reside.  For  either  method 
involving  10  or  more  individuals,  the 
cov(;red  entity  was  akso  reciuired  to  have 
a  toll-free  phone  number,  active  for  90 
days,  where  an  individual  can  learn 
whether  the  individual’s  unsecured 
protected  health  information  may  he 
incliuhul  in  the  hnnich  and  to  include 
the  numher  in  the  notice. 

If  a  covered  entity  choo.s(!s  to  ])rovi(l(5 
substitute  notice  on  its  Web  site;,  tin; 
cover(!(l  (Mitity  may  provide  all  the 
information  de.scrihed  at  104.404(c) 
directly  on  its  home  page  (“home  page" 
includes  the  home  page  for  visitors  to 
the  cover(;d  entity's  Web  site  and  the 
landing  page  or  login  page  for  existing 
account  holders)  or  may  ])rovide  a 
promiiKMit  hvj)(!rlink  on  its  home  page 
to  the  notice  contaiidng  such 
iidormation. 

If  the  covenul  entity  does  not  have  or 
does  not  wish  to  use  a  Web  site  for  the 
substitute  notice,  the  int(;rim  final  rule 
nuiuinul  the  covered  entitv  to  ])rovide 
substitute  notice  of  tin;  breach  in  major 
j)rint  or  broadcast  media  in  geographic 
areas  where  the;  individuals  affected  by 
the  hreai:h  likely  reside.  What  is 
considered  major  ju  int  or  broadcast 
media  for  a  metropolitan  area  may  he 
very  different  from  what  is  considered 
major  print  or  broadcast  media  in  a  rural 
area,  such  that  tin;  use  of  local,  citv.  or 
state-widc!  imulia  may  he  apj)ro|)riat(! 
(i(!j)ending  on  the  circumstances. 
Further.  imdti])le  nnuiia  outlets  may 
netul  to  he  utilized  to  reasonahlv  reach 
individuals  in  differmit  njgions  or 
.Slat(!s.  In  any  event,  suhstitnti!  imulia 
notice;,  as  with  snh.stiinte  Wei)  notice, 
mu.st  he  conspicuous  and  thus,  covered 
entities  should  consider  the  h)cation 
and  duration  of  the  notice  to  ensure  the 
notice  is  reasonably  calculated  to  reach 
the  affected  individuals. 

Finally,  we  clarified  that  covered 
entities  with  out-of-date  or  insufficient 


contact  information  for  some 
individuals  can  attemj)t  to  update  the 
contact  information  so  that  they  c:an 
provide  direct  written  notification,  in 
order  to  linut  the  numher  of  individuals 
for  whom  substitute  notice  is  recpiired 
and.  thus.  ])otentially  avoid  the 
obligation  to  ])rovi{le  substitute  notice 
through  a  Web  site  or  major  print  or 
broadcast  media  under 
§1()4.4()4((i)(2)(ii). 

In  ai:cor(lance  with  the  statute, 

S  1  ()4.4()4(d)(3)  makes  clear  that  notice 
to  the  individual  by  telephone  or  other 
means  may  he  ])rovided.  in  addition  to 
the  direct  written  notice  re(|iured  by 
§  1()4.4()4((1)(1 ),  in  cases  deemed  by  the 
covered  entity  to  reepure  urgency 
because  of  possible  imminent  nusnse  of 
un.secured  j)rotec;te(l  health  information. 

Overview  of  Public  emoluments 

Several  commenters  (juestioned 
which  entity  has  the  responsibility  for 
j)roviding  notifications  to  individuals 
when  a  breach  occurs  at  or  by  a  business 
a.ssociate  and  whether  a  covered  entitv 
could  delegate  its  breach  notification 
obligations  to  a  business  associate. 

.Some  commenters  a.sked  about  the 
notification  obligations  in  cases  where  a 
covered  entity’s  hnsine.ss  as.sociate  tliat 
ex|)eriences  a  breach  is  also  a  covered 
(;ntity  itself.  Others  retpiested 
clarification  regarding  the  obligations 
for  ])rovi(ling  breach  notification  where 
multiple  covered  entities  and  business 
associates  are  involved  in  health 
information  exchange  and  it  may  he 
unclear  where  a  breach  ))ccurred  and/or 
which  entity  has  res|)onsihility  for  the 
breach. 

Additionally,  many  commenters 
suggested  that  covered  entities  he 
])ermitted  to  provide  notification  to 
individuals  via  tele])hone  or  orallv 
instead  of  via  written  communication, 
or  at  a  work  address  in.stead  of  a  home 
address,  if  the  individual  has  s])ecified 
one  ofthe.se  alternative  methods  or 
locations  as  preferred  for  receiving 
breach  notification.  Commenters  raised 
])otential  privaev  concerns  with 
communicating  with  individuals  via 
mail  to  their  home,  j)articnlarly  where 
the  individual  has  received  highly 
coididcmtial  medical  services,  such  as 
substance  abuse  or  mental  health 
.services,  and  others  who  may  have 
access  to  the  mail  may  not  otherwise  he 
aware  of  such  condition  or  treatment. 
.Some  commenters  argued  that  hecau.se 
the  Privacy  Rule  recinires  covered 
entities  to  accommodate  reasonable 
re(|uesls  by  individuals  to  receive 
comimmications  by  alternative  means  or 
at  alternative  locations,  the  same 
standard  should  ap])ly  to  the  ])rovi.slon 
of  breach  notification. 


Finally,  .several  commenters 
ex])ressed  concern  over  the  substitute 
notice  recpiired  in  cases  in  which  the 
covered  entity  has  insufficient  or  out-of- 
date  contact  information  for  affected 
individuals.  Many  of  these  commenters 
stateil  that  providing  notification  via 
Web  j)osting  or  media  publication  is  an 
inappropriate  method  of  providing 
substitute  notice,  except  in  cases  in 
which  the  c.overed  entity  can  reasonably 
define  the  universe  of  affected 
individuals.  In  other  cases,  such  notice 
will  not  give  individuals  who  view  the 
notice  enough  information  to  determine 
if  they  are  affected  by  a  breach,  and  may 
cause  unaffected  individuals 
unnecessary  alarm.  .Some  commenters 
recommended  that  covered  entities 
instead  he  reepdred  to  use  reasonable 
efforts  to  identify  alternative  means  of 
providing  direct  notice  to  the  affec:ted 
individuals,  such  as  by  ])hone  or  email, 
or  to  only  reepdre  sub.stitute  media  or 
Wei)  notice  when  a  covered  entity 
c:annot  reach  10  or  more  individuals 
directly  by  mail,  })hone,  or  email.  Other 
commenters  argued  that  the  suh.stitnte 
notice  recpiii'ements,  paiticularly  the 
I'ecpdrement  to  establish  a  toll-free 
numher,  may  he  cost  j)rohit)itive  to 
smaller  covered  entities.  It  was  akso 
suggested  that  smaller  covered  entities, 
])articularly  those  in  rural  areas,  should 
he  allowed  to  provide  substitute  notice 
via  handouts  or  postings  at  the  coveied 
entity’s  physical  location  even  in  cases 
where  the  entity  has  insufficient  contact 
information  for  more  than  It) 
individuals. 

Final  Rule 

We  retain  §  l()4.4()4(d)  in  this  final 
rule  without  modification.  In  res])on.se 
to  (piestions  raised  with  respect  to  a 
breach  at  or  by  a  business  a.ssociate.  we 
note  tliat  the  covered  entity  ultimately 
maintains  the  obligation  to  notify 
affected  individuals  of  the  breach  under 
§  1()4.4()4,  although  a  covered  entitv  is 
free  to  delegate  the  responsibility  to  the 
business  associate  that  suffered  the 
breach  or  to  another  of  its  business 
associates.  This  is  the  ca.se  even  if  the 
breach  of  the  covered  entity’s  protected 
health  information  occurred  at  or  hv  a 
business  associate  that  is  akso  a  covei'(;d 
entity.  For  exam])le.  if  a  covered 
])rovider  (Provider  A)  hiies  another 
covered  |)i()vider’.s  j)ractice  (Provider  H) 
as  a  business  a.ssociate  to  perforni  his 
hilling  and  other  hack  office  functions, 
and  a  breach  of  Provider  A’s  protected 
health  information  occurs  at  Provider  H 
while  performing  the.se  functions  for 
Provider  A,  it  remains  Provider  A’s 
re.s])on.sihility  to  provide  breach 
notification  to  the  affected  individuals, 
although  Provider  A  may  delegate  this 
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responsibility  to  Provider  B  as  its 
business  associate. 

Covered  entities  and  l)nsine.ss 
associates  .sbonld  consider  which  entity 
is  in  the  best  i)osition  to  provide  notice 
to  the  individual,  which  inav  dej)end  on 
various  circuinstanc:e.s,  such  as  the 
liinctions  the  business  associate 
pertorins  on  behalf Ol  the  covered  entitv 
and  which  entity  has  the  relationship 
with  the  individual. 

Similarly,  when  inultijjle  covered 
entities  particijjate  in  electronic  health 
inlbnnation  exchange  and  there  is  a 
breach  of  nn.secured  j)rotected  health 
information  at  a  Health  Information 
Organizatitni  (HIO),  the  obligation  to 
notify  individuals  of  the  breach  falls  to 
the  covered  entities.  We  recognize  that 
it  may  he  difficult  to  determine  what 
breached  information  is  attrihutahle  to 
which  covered  entity’s  individuals.  For 
example,  an  HK)  may  store  centralized 
electronic  health  records  (EHRs)  for  a 
community,  with  each  EHR  including 
information  generated  by  multiple 
covered  entities.  In  such  circum.stances, 
it  may  he  necessary  for  the  HK)  to  notify 
all  potentially  affected  covered  entities 
and  for  tho.se  covered  entities  to 
dehigate  to  the  HK)  the  responsibility  of 
.sending  the  recpnred  notifications  to  the 
affected  individuals.  This  would  avoid 
the  confusion  of  individuals  receiving 
more  than  one  notification  about  the 
.same  breach. 

In  res])onse  to  the  commenters  who 
suggested  that  covered  entities  he 
permitted  to  accommodate  reasonable 
re(|uests  by  individuals  to  receive 
breach  notifications  by  alternative 
means  or  at  alternative  locations,  we 
j)rovide  the  following  guidance.  The 
IflTECH  Act  requires  a  covered  entity  to 
])rovide  breach  notification  to  an 
affected  individual  in  written  form 
either  at  the  last  known  address  of  the 
individual  or  email  addre.ss,  if  the 
individual  agrees  to  receive  notice 
electronically,  where  the  covered  entity 
has  sufficient  contact  information  to  do 
.so.  'I’he  Act  and  this  rule  do  not  jirohihit 
a  covered  entity  from  sending  a  breach 
notice  to  an  alternative  address  rather 
than  a  home  address,  such  as  a  work 
address  or  post  office  hox,  or  the 
individual’s  email  address  of  choice,  if 
the  individual  requests  communications 
he  sent  to  such  an  address.  Further,  a 
covered  health  care  jirovider  (and  health 
])lan,  if  ])otential  endangerment  is  raised 
l)y  the  individual)  is  recjuired  by  the 
Privacy  Rule  at  184.522  to 
accommodate  any  such  rea.sonahle 
nKpiests. 

In  response  to  those  commenters  who 
urged  that  we  allow  breach  notices  to  he 
provided  orally  or  via  telephone  to 
individuals  receiving  highly 


confidential  treatment  services  where 
the  individual  has  recjuested  to  receive 
communications  in  such  a  manner,  we 
note  that  the  HITECH  Act  specificallv 
refers  to  “written”  notice  to  he  j)rovided 
to  individuals.  However,  we  understand 
the  j)rivacy  concerns  raised.  We,  thus, 
clarify  that  in  the  limited  ciriannstances 
in  which  an  individual  has  agreed  only 
to  receive  communications  from  a 
covered  health  care  provider  orally  or 
by  telephone,  the  |)roviiler  is  permitted 
under  the  Rule  to  tele])hone  the 
individual  to  request  and  have  the 
individual  pick  up  their  written  breach 
notice  from  the  provider  directly.  In 
c;a.ses  in  which  the  individual  does  not 
agree;  or  wish  to  travel  to  the  provider 
to  pick  uj)  the  written  hreacdi  notice,  the 
health  care  provider  should  provide  all 
of  the  information  in  the  breach  notice 
over  the  phone  to  the  individual, 
document  that  it  has  done  .so,  and  the 
D(;])artment  will  exercise  enforcement 
discretion  in  such  ca.ses  with  respect  to 
the  “written  notice”  reciuirement.  We 
stress  that  onr  enforcement  discretion 
aj)j)lies  only  to  ca.ses  where  the 
individual  affirmatively  choo.ses  not  to 
receive  communications  from  a  covered 
health  care  provider  at  any  written 
addresses  or  email  addre.sses,  and  not  to 
situations  where  ])roviding  telephonic 
notice  is  .sim|)ly  less  hurden.some  or 
easier  on  a  provider  and  the  entity  has 
a  valid  addre.ss.  or  email  addre.ss  if 
applicable,  on  file  for  the  affected 
individual. 

Finally,  with  respect  to  commenters 
who  exjjresseil  concerns  with  the 
substitute  media  and  Web  notice 
provisions  of  the  interim  final  rule,  we 
emjjhasize  that  the.se  are  statutory 
reejuirements  that  have  been 
incorporated  into  the  Rule.  Section 
134()2(e)(l)(B)  of  the  HITECH  Act 
exjjressly  recpiires  that  a  covered  entity 
that  has  insufficient  or  ont-of-date 
contact  information  for  10  or  more 
individuals  provide  substitute 
notification  to  such  individuals  via 
posting  on  their  Web  site  or  notification 
in  major  print  or  broadcast  media  in  the 
areas  in  which  the  affected  individuals 
likely  reside.  Additionally,  the  statute 
r(;(|uires  such  “notice  in  media  or  web 
po.sting  will  include  a  toll-free  phone 
number  where  an  individual  can  learn 
whether  or  not  the  individual’s 
nn.secured  protected  health  information 
is  j)os.sihly  included  in  the  breach.” 
Thus,  we  retain  the.se  re(|uirements  in 
this  final  rule. 

Res])onse  to  Other  Public  (Comments 

(Jonuuont:  One  commenter  exjjre.ssed 
concern  about  providing  breach 
notification  to  individuals  by  first-class 
mail  hec:ause  it  could  reejuire  some 


entities,  such  as  tho.se  that  have  Weh- 
hased  relationships  with  individuals,  to 
collect  more  information  about 
individuals  (e.g.,  physical  addre.sses) 
than  they  cnrrentlv  do. 

/fe.s'pon.se;  The  Rule  allows  a  covered 
entity  to  ])rovide  written  breach  notice 
to  an  affected  individual  by  email  if  the 
individual  agrees  to  electronic  notice 
and  such  agreement  has  not  been 
withdrawn.  We  would  expect  that 
covered  entities  that  have  primarily  or 
solely  an  online  relationship  with 
individuals  woidd  ask  and  encourage 
individuals  to  receive  breach  notices  by 
email  and  that  generally  individuals 
would  agree.  However,  an  individual 
that  does  not  affirmatively  agree  to 
receive  breach  notices  by  email,  or  that 
withdraws  a  prior  agreement,  has  a  right 
to  notice  by  fir.st-cla.ss  mail. 

Cjommmt:  One  commenter  suggested 
that  we  excuse  a  cov(;red  entity  from 
providing  notification  of  a  breach  to  an 
individual  where  a  licensed  health  care 
professional  has  determined  in  the; 
exerci.se  of  j)rofe.s.sional  judgment  that 
the  provision  of  such  notice  is  likely  to 
cause  substantial  harm  to  the 
individual.  The  commenter  appeared  to 
be  concerned  due  to  the  nature  of  the 
.services  it  provide.s — mental  health 
.services — and  the  distre.ss  breach 
notification  could  cause  for  certain  of  its 
patients. 

Hesponsa:  The  statute  does  not 
include  such  an  exception  to  the 
provision  of  breach  notification,  and  W(; 
do  not  include  one  in  this  Rvde.  An 
affected  individual  has  a  right  to  be 
informed  of  breaches  of  unsecured 
])rotected  health  information  so  the 
individual  can  take  .steps  if  apjjropriate 
to  protect  them.selves  from  the 
consequences.  In  situations  where  a 
health  care  provider  believes  that  the 
provision  of  written  breach  notification 
to  an  individual  may  cau.se  extreme 
anguish  or  distress,  based  on  the 
individual’s  mental  state  or  other 
circumstances,  the  jrrovider  may 
telephone  the  individual  prior  to  the 
time  the  breach  notice  is  mailed  or  have 
them  come  into  the  provider’s  office  to 
discuss  the  situation.  However,  we  note 
that  the  breach  notification  must  still  be 
mailed  without  unreasonable  delay  and 
in  no  case  later  than  80  calendar  ilavs 
after  discovery  of  the  breach.  Where  a 
provider  is  aware  that  an  individual  has 
a  p(;rsonaI  representative  due  to 
incapacity  or  other  h(;alth  condition,  the 
breach  notification  may  be  .sent  to  the 
personal  repre.s{;ntative. 

Many  commenters 

expiressed  snpport  for  allowing  covered 
entities  to  provide  breach  notification  to 
a  deceased  individual’s  per.sonal 
repr(;sentative  instead  of  to  the  next  of 
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kin.  One  coinmenter  .sngge.sted  tlial  we 
also  allow  covered  entities  to  ])rovide 
breach  notification  to  the  emergency 
contact  |)rovide(i  hy  a  (lecea.sed 
individual  prior  to  death  as  this  is  the 
information  they  collect  from 
individuals  and  yet  this  person  may  not 
h(!  the  next  of  kin  or  a  i)(;rsonal 
repre.sentative  of  the  deceased 
individual. 

liasponsti:  We  do  not  Ixdieve  it 
apjjropriate  to  permit  covered  entities  to 
send  breach  notifications  to  a  deceased 
individual’s  emergency  contact  where 
such  person  is  not  a  j)ersonal 
representative  (such  as  an  exetaitor  or 
administrator  of  the  decedent’s  estate) 
or  next  of  kin  of  the  decedent,  as  such 
notices  may  convey  information  about 
the  decedent’s  care  the  decedent  never 
wished  the  emergency  contact  to  have 
and/or  may  go  to  a  jjerson  who  has  no 
authority  to  act  on  the  notice. 

Com/uen/;  To  reduce  the  costs 
associat(;d  with  sending  breach 
notifications,  one  coinmenter  asked  that 
we  adopt  the  Department  of  Labor’s 
standard  for  providing  C.’OBRA  Flection 
Notices  to  allow  a  covered  entity  to:  (1) 
Where  a  breach  affects  both  a  ])lan 
particijiant  and  the  participant’s  sjKnise, 
.send  one  breach  notice  addre.s.sed  to 
both  if  both  sjiou.ses  reside  at  the  same 
address:  and  (2)  where  a  breach  affects 
a  dejiendent  child  (of  any  age)  under  a 
plan,  send  a  breach  notice  to  either  the 


spou.se.  provided  the  dependent  child 
resi(h'‘'  at  the  same  address.  The 
conuii  jnter  stated  the  notice  should 
clearly  identify  the  individuals  or 
classes  of  individuals  to  whom  the 
notice  ajiplies. 

li(fspons(^:  A  covered  entity  is 
permitted  to  send  one  breach  notice 
addres.sed  to  both  a  jilan  jiarticijiant  and 
the  particijiant’s  spouse  or  other 
dejiendeuts  under  the  plan  who  are 
affected  hy  a  breach,  so  long  as  they  all 
reside  at  a  single  addre.ss  and  the 
covered  entity  clearly  identifies  on  the 
notice  the  individuals  to  which  the 


may  .send  a  notice  regarding  the  breach 
of  a  dependent  child’s  jirotected  health 
information  addressed  to  the  plan 
jiarticipant  and/or  particijianl’s  spouse 
living  with  the  dependent  child,  so  long 
as  the  partici])ant  and/or  j)articij)ant’s 
spouse  are  the  j)ersonal  re))resentatives 
of  the  dependent  child  and  the  notice 
clearly  identiiies  to  whom  it  a])])lies. 
Such  notices  by  first-class  mail  would 
meet  tin;  written  notice  reciuirements  of 
I(i4.4()4(d)(l)(i).  However,  one  breach 
notice  covering  both  the  j)lan 
partici])ant  and  the  dejjendents  under 
the  plan  mailed  to  the  jdan  participant’s 
address  would  not  suffice  if  the  address 


of  one  or  more  de])endents  aff(;cted  by 
the  breach  was  different  than  tin; 
participant’s  addre.ss.  Further,  wheni  a 
l)lan  participant  (and/or  spou.se)  is  not 
the  pcMsonal  representative  of  a 
dejiendent  under  the  plan,  a  covennl 
entity  must  addre.ss  a  breach  notice  to 
the  depemhnit  himself  or  herself  . 

Comnwnt:  Several  t:omm(!nters 
expres.sed  sujjport  for  tin; 
acknowledgment  in  the  preamble  to  the 
interim  final  rule  that  .some  covered 
entities  may  have  obligations  under 
(avil  Rights  laws  to  ensure  that  breach 
notifications  are  provided  to  individuals 
in  alternative  languages,  and  in 
alternative  formats,  such  as  Braille,  large 
print,  or  audio,  where  approj)riate. 

.Some  commenters  rerjue.sted  additional 
guidance  regarding  how  to  ensure 
cmn])liance  with  the.se  laws  with 
respect  to  breach  notifications. 

/fe.s-pon.se;  Additional  guidance  on 
how  to  comjjly  with  Title  VI  of  the  Civil 
Rights  Act  of  15)84,  .Section  .504  of  tin; 
Rehabilitation  Act  of  15)73,  and  the 
Americans  with  Disabilities  Act  of  15)5)0, 
is  available  on  the  OCR  Web  site  at 
hUp:/ /\v\v\\'.hhs.p,ov/oci'/(:ivih'ifi,his/ . 
Furtbm',  covered  entities  with  (pie-stions 
on  how  to  com])lv  may  contact  one  of 
(Xd^’s  ten  nigional  offices.  Contact 
information  is  available  at  blip:// 
\\’w\\’.hhs.<’ov/()cr/ofli(:(^/(ihoiii/r<’n- 
h(](i(i(Ir(!ss(!s.htnil. 

(jomnwnt:  .Some  commenters 
sngge.sted  that  tbe  final  rule  ailo])t  a 
suhstitute  notification  provision  similar 
to  that  in  many  .State  laws  that  allows 
for  substitute  notification,  ratber  than 
direct  written  notice,  to  the  individual 
in  the  event  of  breaches  affecting  a  very 
large  number  of  individuals,  sucb  as 
over  25(),()()()  or  500, 000,  where  the  costs 
of  notification  would  be  extremelv  high. 

Hespoiiso:  The  Act  does  not  waive 
direct  written  notice  to  the  individual 
when  a  breach  has  affected  a  threshold 
number  of  individuals  and  we  do  not  do 
so  in  this  rule. 

ConiniHiit:  One  coinmenter  requested 
confirmation  that  a  covered  entity  could 
make  multiple  attemjits  to  jiroviile 
direct  written  notice  to  individuals 
within  the  00-day  timeframe  before  the 
individual  counts  towards  the  10  or 
more  threshold  for  providing  substitute 
Web  or  media  notice. 

H(;spons(^:  We  clarify  that  a  covered 
entity  can  attenqit  to  cure  out-of-date 
contact  information  on  individuals 
when  notices  are  returned  as 
undeliverable  by  the  United  .States 
Po.stal  .Service  to  avoid  sub.stitute  notice 
so  long  as  a  covered  entitv  does  so 
ju'omptly  upon  receiving  the  returned 
notices  and  no  later  than  00  calendar 
day.s  from  discovery  of  the  breach. 
However,  at  the  time  the  covered  entity 


is  aware  that  it  will  be  unable  to  reach 
10  or  more  individuals  with  direct 
written  notice,  the  covered  entity 
should  provide  substitute  Web  or  media 
notice  as  .soon  as  reasonably  ]K),ssible 
thereafter,  which  may  be  prior  to  the 
end  of  the  00-day  jieriod  depending  on 
the  circumstances. 

Commen/:  One  coinmenter  .stated  that 
the  reijuired  content  of  the  breach  notice 
itself,  when  made  available  to  the  ]niblic 
through  the  Web  or  media,  could  lead 
to  tbe  identification  of  individuals 
affected  by  the  breach  in  some  cases, 
undermining  the  intent  of  HlBAA’s 
jirivacy  and  .security  protections. 

Hasponse:  It  is  unclear  the 
circumstances  to  which  the  coinmenter 
refers.  For  examjile,  the  notification 
nui.st  include  the  tyjies  of  jirotected 
health  information  involved  (e.g.,  social 
.security  numbers,  dates  of  birth,  full 
names).  However,  this  is  not  a 
recpiirement  to  include  iu  the  notice  the 
actual  names  or  other  identifiers  of  the 
affected  individuals.  We  believe  covered 
entities  are  able  to  jiost  breach  notices 
in  a  manner  that  does  not  identifv 
])articular  individuals  affected  bv  a 
lireach  and  tbus,  must  do  so. 

Commeii/;  One  coinmenter  asked  that 
engage  in  an  educational  campaign 
to  ensure  that  covered  entities  and 
business  associates  understand  their 
obligations  under  tbe  breach 
notification  rule. 

/fe.s’pou.se;  Published  guidance  is  the 
])rimary  method  that  the  Dejiartment 
uses  to  educate  and  provide  technical 
assistance  to  covered  entities  and 
business  associates.  We  intend  to  issue 
guidance  on  these  requirements  in  the 
future  as  questions  are  rai.sed  or 
clarifications  sought. 

3.  Section  104.400 — Notification  to  the 
Media 

Section  134()2(e)(2)  of  the  HITECH 
y\ct,  im|)lemented  at  §  104.400  of  the 
interim  final  rule,  requires  that  a 
covered  entity  provide  notice  of  a 
breach  to  prominent  media  outlets 
serving  a  State  or  jurisdiction,  following 
the  discoverv  of  a  breach  if  the 
unsecured  protected  health  information 
of  more  than  500  residents  of  such  .State 
or  jurisdiction  is,  or  is  reasonably 
believed  to  have  been,  acce.ssed, 
aciiuired,  or  disclosed  during  such 
breach.  This  media  notice  is  in  addition 
to,  not  a  substitute  for,  individual 
notice.  In  accordance  with  the  Act, 

5?  104.400(b)  of  the  interim  final  rule 
reipiired  covered  entities  to  notify 
prominent  media  outlets  without 
unreasonable  delay  and  in  no  case  later 
than  00  calendar  day.s  after  di.scovery  of 
the  breach.  .Section  104.400(c)  of  the 
interim  final  ride  required  that  the 
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notice  ajiplies.  Further,  a  covered  entity 
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notification  to  the  media  include  the 
same  information  nujuired  to  he 
included  in  the  notification  to  the 
individual  under  §  l(j4.4()4(c). 

The  interim  final  rule  did  not  define 
“prominent  imulia  outlet”  because!  what 
constitutes  a  prominent  media  e)utlet 
will  differ  depeiiiding  upon  the  Slate  or 
jurisdie:tion  affected.  For  a  breach 
affecting  more!  than  500  individuals 
across  a  i)arlicular  state,  a  ])rominent 
media  outlet  may  he  a  major,  general 
interest  n(!wspaper  witli  a  daily 
circulation  throughout  the  entire  state. 

In  contrast,  a  newsj)aper  serving  only 
one  town  and  distributed  on  a  monthly 
basis,  or  a  daily  newspaper  of 
specialized  interest  (such  as  s])orts  or 
politics)  would  not  he  viewed  as  a 
prominent  media  outlet.  Where  a  breach 
affects  more  than  500  individuals  in  a 
limited  jurisdiction,  such  as  a  city,  then 
a  ]jrominent  media  outlet  may  he  a 
major,  general-intere.st  newspa])er  with 
daily  circulation  throughout  the  city, 
even  though  the  newspaper  does  not 
.serve  the  whole  State. 

With  regard  to  the  term  “State.”  the 
existing  definition  of  “State”  at 
§  100.103  of  the  HIFAA  Rules  a])plies. 
.S(!ction  §  100.103  defines  “State”  to 
mean  “any  one  of  the  several  States,  the 
District  of  (^.olumhia,  the 
(lommonwealth  of  Puerto  Rico,  the 
Virgin  Islands,  and  Guam.”  We  also 
(ixpressly  provided  in  tlie  regulation 
that  “State”  for  pui’iioses  of  notice  to  the 
media  includes  American  Samoa  and 
th(!  Northern  Mariana  Islands,  hecau.se 
they  were  includeil  in  the  HITEGH  Act's 
definition  of  “State”  in  addition  to  what 
appears  in  the  definition  at  §100.103. 
VVith  resjject  to  what  was  nuiant  by 
“juri.sdiction”  as  opposed  to  a  “State,” 
jurisdiction  is  a  geograjjhic  area  smaller 
than  a  state,  such  as  a  county,  city,  or 
town. 

The  interim  final  rule  al.so  clarified 
that  some  breaches  involving  more  than 
500  individuals  who  are  residents  in 
multiple  States  may  not  recpiire  notice 
to  the  media.  For  example,  if  a  covered 
entity  discovers  a  breach  of  000 
individuals,  200  of  which  reside  in 
Virginia,  200  of  whit:h  reside  in 
Marvland,  and  200  of  which  reside  in 
lh(!  District  of  Columbia,  the  breach  did 
not  affect  more  than  500  residents  of 
any  one  State  or  jurisdiction,  and  as 
such,  notification  is  not  recpiired  to  he 
jaovided  to  the  media  pursuant  to 
§104.400.  However,  individual 
notification  under  §104.404  would  he 
nuiuired,  as  would  notification  to  the 
Secretarv  under  §  104.408  because  the 
breach  involved  500  or  more 
individuals. 

The  Dejjartment  al.so  recognized  that 
in  some  cases  a  breach  mav  occur  at  a 


business  associate  and  involve  the 
protected  iKudth  information  of  multij)le 
covered  entities.  In  such  cases,  a 
covered  entity  involved  would  only  he 
recpiired  to  provide  notification  to  the 
media  if  the  information  breached 
includefl  the  pn)t(!cted  health 
information  of  more  than  500 
individuals  located  in  any  one  State  or 
juri.sdiction.  For  example,  if  a  hnsine.ss 
a.ssociate  di.scovers  a  breach  affecting 
800  individuals  in  a  State,  the  business 
a.ssociate  must  notify  the  apjjrojjriate 
covered  entity  (or  covered  entities) 
subject  to  §104.410  (discu.s.sed  below). 

If  450  of  the  affected  individuals  an! 
patients  of  one  covered  entity  and  the 
remaining  350  are  patients  of  another 
covered  entity,  because  the  breach  has 
not  affected  more  than  500  individuals 
at  (!ither  covered  entity,  there  is  no 
obligation  to  jirovide  notification  to  the 
media  under  this  .section. 

Section  104.400(c)  reejuires  that  the 
notice  to  the  media  include  the  .same 
content  as  that  re()uin!d  for  notification 
to  the  individual  under  §  104.404(c). 
and  we  em])ha.sized  that  this  provision 
does  not  replace  either  direct  written  or 
substitute  notice  to  the  individual  under 
§104.404. 

C)v(!rview  of  Public  Comments 

In  g(!neral,  we  r(!ceived  few  comments 
on  this  provision  of  the  interim  final 
rule.  One  commenter  expressed  general 
support  for  this  provision  h(!can.se  it 
does  not  retpiire  the  covered  entity  to 
incur  the  cost  of  printing  or  running  the 
media  notice  and  a.sked  for  clarification 
that  this  policy  places  no  recpiirement 
on  the  media  to  puhlically  re])ort  the 
information  provided  by  a  covercid 
entity.  Another  commenter  a.sked 
whether  a  covered  entity  could  fulfill 
the  requirements  for  providing  media 
notification  by  posting  a  j)ress  rehiase 
on  the  covered  entity’.s  Web  site. 

Final  Rule 

We  retain  §  184.408  in  this  final  ride 
with  one  minor  change.  As  described  in 
Section  IV  above,  to  align  the  definition 
of  “State”  in  the  lllPAA  Rules  with  the 
definition  of  the  same  term  used  in  the 
MITECH  Act,  the  Dejiartment  has 
modified  the  definition  of  “State”  at 
§  180.103  to  includi!  referenci!  to 
Amin  ican  Samoa  and  the  Northern 
Mariana  Islands.  Given  this  change,  it  is 
not  nece.ssary  to  include  specific 
reference  to  American  Samoa  and  the 
Northern  Mariana  Islands  at  §184.408 
and  we  rianove  it  in  this  final  rule. 

In  res]3onse  to  public  comments,  we 
clarify  that  §  184.408  does  not  reipure  a 
covered  entity  to  incur  any  t:o.st  to  print 
or  run  media  notice  about  a  breach  of 
un.secured  jjrotected  health  information 


(unlike  the  obligations  for  jiroviding 
substitute  notice  to  individuals  in 
§  184.404(d)(2)  if  there  is  insufficient  or 
ont-of-dat(!  contact  information  for  10  or 
more  affected  individuals)  nor  does  it 
obligate  prominent  media  outlets  who 
rec(!ive  notification  of  a  breach  from  a 
covered  entity  to  print  or  rim 
information  about  the  breach.  We  al.so 
emjjhasize  that  po.sting  a  jiress  release 
regarding  a  breach  of  nn.secured 
protected  health  information  on  the 
home  page  of  the  coveaed  entity’.s  Web 
site  will  not  fulfill  the  obligation  to 
provide  notice  to  the  media  (although 
cover(!d  entities  are  free  to  post  a  press 
release  regarding  a  breach  on  their  Web 
site).  To  fulfill  the  obligation, 
notification,  which  may  he  in  the  form 
of  a  press  release,  must  he  provided 
directly  to  prominent  media  outlets 
.serving  the  State  or  juri.sdiction  where 
the  affected  individuals  reside. 

4.  Section  184.408 — Notification  to  the 
Secriitary 

Section  134()2(e)(3)  of  the  HITEGH 
Act  requires  covered  entities  to  notifv 
the  S(!cr(!tarv  of  hrixuduis  of  un.secured 
protected  health  information.  The  Act 
reiiuires  covered  entitiiis  to  report 
breaches  affecting  500  or  mori! 
individuals  to  the  Secretarv 
immediately.  For  breaches  affecting 
lewer  than  500  individuals.  cov(!r(!d 
entities  may  maintain  a  log  of  all  such 
hniaches  occurring  during  the  vear  and 
annually  submit  such  log  to  the 
.Secretary. 

To  im|)lement  the  statutory 
provisions,  §  184.408(a)  contains  the 
general  rule  that  re{|nire.s  a  covered 
entitv  to  notify  the  Secretary  following 
the  discovery  of  a  breach  of  unsecured 
jaotected  health  information.  With 
res})oct  to  breaches  involving  500  or 
more  individuals,  we  interj)reted  the 
term  “immediately”  in  the  .statute  to 
require  notification  he  .sent  to  the 
Secretarv  concurrently  with  the 
notification  sent  to  the  individual  under 
§184.404  (i.e.,  without  unreasonable 
delav  hilt  in  no  case  later  than  80 
calendar  days  following  discovery  of  a 
breach).  The  rule  provided  that  the.se 
notifications  he  provided  in  a  manner  to 
he  specified  on  the  HHS  Web  site. 
Further,  as  required  hv  section 
13402(e)(4)  of  the  Act",  the  interim  final 
ride  .stated  that  the  .Secretary  would 
begin  to  post  and  maintain  on  the  HH.S 
Wei)  site  a  list  of  covered  entities  that 
submit  reports  of  breaches  of  un.secured 
protected  health  information  involving 
more  than  500  individuals. 

Under  the.se  provisions,  covered 
entities  must  notify  the  Secretary  of  all 
discovered  breaches  involving  inori! 
than  500  individuals,  without  regard  to 
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whothor  tho  bruach  in\’i)lviHl  morn  than 
500  rnsidonts  of  a  j)arti(;ular  State  or 
jurisdiction  (tlie  threshold  for  triggering 
notification  to  the  media  under 
§  104.400  of  the  interim  final  rule). 

'rims,  wluire  a  covered  entity  has 
discovered  a  breach  involving  000 
individuals.  500  of  which  reside  in 
Maryland  and  500  of  which  reside  in 
the  District  of  ('ohnnbia.  notification  of 
the  breach  must  be  provided  to  the 
Secretary  concurrently  with  notification 
to  the  affected  individuals.  However,  in 
this  example,  the  breach  would  not 
trigger  the  retjuirement  to  notify  the 
media  under  1()4.400  becau.se  the 
bnxich  did  not  involve  mon;  than  .500 
residents  of  any  one  State  or 
jurisdiction. 

For  breaches  involving  less  than  .500 
individuals.  §  104.408(c)  requires  a 
covered  entity  to  maintain  a  log  or  other 
documentation  of  such  breaches  and  to 
.submit  information  annually  to  the 
Secretary  for  breaches  occurring  during 
the  jinjceding  calendar  year.  The 
interim  final  rule  recpiired  the 
submission  of  this  information  to  the 
Secretary  no  later  than  00  days  after  the 
end  of  each  calendar  vear.  As  with 
notification  of  the  larger  breaches,  the 
interim  final  ride  reipiired  that 
information  about  breaches  involving 
less  than  .500  individuals  he  provided  to 
the  Secretarv  in  the  manner  sjiecified  on 
the  HHS  Website. 

Although  covered  entities  need  only 
|)rovide  notification  to  the  Secretary  of 
lireaches  involving  le.ss  than  .500 
individuals  annually,  they  mu.st  still 
])rovide  notification  of  such  breaches  to 
affected  individuals  without 
unreasonable  delay  and  not  later  than 
()0  days  after  di.scovery  of  the  breach 
])ur.suant  to  ^  104.404.  In  addition, 
pursuant  to  §  104.414(a).  a  covered 
entity  must  follow  the  documentation 
reiiuirements  that  otherwise  apply  to  the 
HIFAA  Privacy  Rule  under  §  104.350 
with  res])ect  to  the  reiiuirements  of  this 
ride,  'rims,  pursuant  to  §  104..550(j)(2). 
covered  entities  mn.st  maintain  the 
internal  log  or  other  documentation  for 
six  years.  Further,  as  with  other 
reipdred  documentation,  a  covered 
entity  must  mal;e  such  information 
available  to  the  Secretarv  upon  request 
for  compliance  and  linforcmnent 
pnrjjo.ses  in  accordance  with  §100.510. 

Overview  of  Public  C^omments 

Some  commenters  expressed  concern 
regarding  the  timing  of  providing 
notification  to  the  Secretary  of  breaches 
affecting  fewer  than  500  individuals. 
'I’liese  commenters  asked  when 
notification  should  be  jirovided  if  a 
covered  entity  discovers,  after  the 
reporting  deadline,  a  breach  that 


occurred  in  the  previous  year.  Several 
others  commented  on  the  interim  final 
rule’s  process  for  providing  the 
Secretary  with  breach  notification. 

Some  commenters  asked  that  this 
process  he  revised  to  allow  covered 
entities  to  maintain  a  log  of  all  breaches 
affecting  fewer  than  .5()()  individuals  and 
then  suiimit  that  log.  via  attachment 
(such  as  an  Kxcel  spreadsheet),  to  the 
Secretary  on  an  annual  basis.  I’liese 
commenters  .stated  that  submitting 
reports  ofthe.se  smaller  breaches  in  this 
manner  would  be  mnch  le.ss 
burdensome  than  submitting  the  rejmrts 
individually.  Other  commenters  asked 
that  we  ])rovide  a  template  log  for 
entities  to  n.se  to  document  smaller 
breaches  for  annual  suhmi.ssion  to  the 
Secretary.  Additionally,  several 
i;ommenters  suggested  that  there  be 
access  or  authentication  controls  for 
submitting  breach  reports  becau.se  of 
concerns  of  fakse  breach  reports  being 
submitted  to  the  Secretary  without  the 
covered  entity's  knowledge. 

Final  Rule 

The  final  rule  retains  §  184.4()8(c) 
with  one  modification.  'I’he 
modification  clarifies  that  covered 
entities  are  reipiired  to  notify  the 
Secretary  of  all  breai;he.s  of  unsecured 
protected  health  information  affecting 
fewer  than  500  individuals  not  later 
than  00  days  after  the  end  of  the 
calendar  year  in  which  the  breaches 
were  “discovered,”  not  in  which  the 
breaches  “occurred.”  W'e  recognize  that 
there  may  be  situations  where,  desjiite 
having  reasonable  and  a])|)ropriate 
breach  detection  systems  in  jilace,  a 
breach  may  go  undetected  for  some 
time.  In  these  cases,  if  a  breach  of 
nn.secured  protected  health  information 
affecting  fewer  than  500  individuals  that 
occurred  in  the  jirevious  year  is 
discovered,  the  covered  entity  has  until 
00  days  after  the  end  of  the  calendar 
year  in  which  the  breach  was 
di.scovered  to  jnovide  notice  to  the 
Secretary.  We  emjjhasize,  however,  that 
this  modification  does  not  alter  a 
covered  entity’s  obligation  to  promptly 
rejiort  the  breach  to  affected  individuals 
without  unrea.sonable  delay  but  in  no 
ca.ses  later  than  (U)  calendar  davs  after 
di.scovery  of  the  breach. 

In  res|)onse  to  the  comments 
sngge.sting  that  covered  entities  be 
permitted  to  submit  a  log  of  all  smaller 
breaches  to  the  Secretary  instead  of 
submitting  each  breach  individually 
through  the  online  form,  we  agree  that 
the  current  process  may  be  burdensome 
for  some  entities  and  are  considering 
alternative  ways  to  receive  such  reports. 

With  respect  to  the  commenters  who 
a.sked  that  access  or  authentication 


controls  be  added  to  the  breach 
reporting  form,  we  do  not  believe  this  is 
necessary  at  the  ])resent  time.  Since  the 
Department  began  receiving  and 
processing  breach  riqjorts  on  .Sejitember 
25.  200!).  we  have  not  yet  received  a 
rejiort  that  has  been  falsely  submitted  by 
an  individual  or  entity  not  acting  on 
behalf  of  the  covered  entity. 

Ailditionally,  we  emphasize  that 
following  receipt  of  a  breach  report  that 
affects  500  or  more  individuals,  we 
contact  the  covered  entity  identified  in 
the  breai:h  rejiort  and  verify  the 
information  in  the  report  before  we  po.st 
any  information  about  the  breach  on  the 
HflS  Web  site.  If  circumstances  change 
in  the  future,  we  will  exjilore  ojitions 
for  modifying  the  process. 

Respon.se  to  Other  Public  (xnnments 

Commen/;  One  commenter  asked  that 
the  final  rule  should  not  interpret  the 
term  “immediatelv”  in  the  statute  to 
mean  without  unreasonable  delay,  but 
in  no  ca.se  later  than  00  days,  but  rather 
to  mean  as  soon  as  the  breach  is 
di.scovered.  Another  commenter  asked 
that  the  final  rule  expand  the  timeframe 
for  jiroviding  notification  to  the 
Secretarv  to  no  later  than  120  days  after 
discovery  of  a  breach. 

lU^sponsa:  We  believe  that  our 
interpretation  of  “immediately”  with 
resjiect  to  notification  to  the  Secretary 
for  breaches  affecting  500  or  more 
individuals  is  reasonable  and 
a|)propriate  and  thus,  retain  the 
jirovision  that  requires  such  notice  he 
jH'ovided  contemporaneouslv  with 
notice  to  the  individual.  Requiring 
contemjjoraneons  notice  allows  the 
notice  to  the  Secretary  to  include  all  of 
the  information  jirovided  in  the  notice 
to  the  individual  and  better  en.sures  that 
a  covered  entity  does  not  report 
information  to  the  Secretary  that  later 
turns  out  to  be  incorrect  becan.se  the 
entity  did  not  have  sufficient  time  to 
conduct  an  investigation  into  the  facts 
snrrounding  the  breach.  In  addition,  this 
interpretation  satisfies  the  statutory 
requirement  that  notifications  of  larger 
breaches  be  jirovided  to  the  Secretary 
immediately  (as  they  occur)  as 
compared  to  the  reports  of  smaller 
breaches  the  statute  allows  be  rejiorted 
annually  to  the  Secretarv. 

(jOinincnt:  Some  commenters  a.sked 
for  further  guidance  on  submitting 
online  breach  notifications  to  the 
Secretary.  Additionally,  some 
commenters  asked  that  HUS  provide  a 
confirmation  to  submitters  that  an 
initial  breach  riqiort  or  an  addendnm  to 
a  breach  rejjort  has  been  sncce.ssfully 
submitted. 

linsponse:  Since  the  publication  of  the 
interim  final  rule.  OC]R  has  posted 
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instructions  for  filling  out  and 
submitting  the  breach  form  on  its  VVcib 
site:  hit p://\\'\v\v. hlis.gov/ncr/privticy/ 
hipaii/administrutivc/ 
breach  noti  fi  ca  i  ion  rule/ 
hrinstruclion.hlinl.  VVe  will  continue  to 
examine  the  instructions  for  submitting 
Imnich  notification  to  the  Secretary  and 
will  update  this  information,  as 
nece.ssary,  to  ensure  that  covered 
entities  are  ahh;  to  navigate  and  submit 
the  form  easily.  The  De])artment  has 
also  made  changes  to  the  jirocess  to 
ensure  that  covered  entities  receive  a 
confirmation  following  their  submission 
of  breach  notification  to  the  Secretarv. 
Additionally,  we  note  that  the  breach 
reporting  form  does  include  an  option 
for  indicating  that  a  submission  is  an 
addendum  to  a  previous  submission. 
OCR  updates  the  original  breach  uijjort, 
as  apjjropriate,  with  any  additional  or 
modified  information  submitted  in  an 
addendum. 

(Jonunent:  With  respect  to  the  posting 
of  breaches  affecting  .500  or  more 
individuals  on  the  flHS  Web  site,  some 
commenters  stated  that  these  breach 
submissions  must  he  verified  with  the 
covered  entity  before  thev  are  postetl 
])uhiicly.  Other  commenters  asked  for 
clarification  of  what  information  will  he 
posted,  while  another  commenter  asked 
that  w(;  post  oidy  the  name  of  the 
covered  entity  involved  in  the  breach. 
Finally,  one  commenter  suggested  that 
we  only  post  these  breaches  on  our  Web 
site  for  a  six  month  period. 

Response:  To  provide  helpful 
information  to  the  public.  0(3^ 
currently  posts  the  following 
information  regarding  hreac:hes  affecting 
500  or  more  individuals:  name  of  the 
covered  entity  (and  if  apj)licahle,  the 
hnsiness  associate)  involved:  State 
where  the  covered  entity  is  located; 
number  of  individuals  affected  by  the 
breach;  the  date  of  the  breach;  type  of 
breach  (e.g.,  theft,  loss,  unauthorized 
access/disclosure);  and  location  of  the 
breached  information  (e.g.,  lajito]), 
paper  records,  desktop  computer).  Prior 
to  ])osting  this  information.  OCR  verifies 
the  information  in  the  breach 
notification  report  with  the  covered 
entity.  VVe  do  not  believe  it  would  serve 
the  public  to  only  disclo.se  the  name  of 
the  covered  entity  involved  in  each  of 
the  breaches,  because  the  additional 
information  enables  memhers  of  the 
])uhlic  to  under.stand  the  nature  of  the 
taeach  and  to  determine  if  the  breach 
affects  them  directly.  In  terms  of  how 
long  information  about  each  of  the 
breaches  is  to  remain  j)o.sted,  we  intend 
to  maintain  the  information  on  onr  Web 
.site  for  as  long  as  there  is  public  intere.st 
and  the  data  can  remain  posted  in  a 


manner  that  gives  the  public  access 
effectively  and  efficiently. 

5.  Section  184.410 — Notification  by  a 
Pnsine.s.s  Associate 

Interim  Final  Rule 

S(!ction  13402(1))  of  the  HITECM  Act 
reciuires  a  business  a.ssociate  of  a 
covered  entity  that  acces.ses,  maintains, 
retains,  modifies,  records,  destroys,  or 
otherwise  holds,  n.ses,  or  discloses 
un.secured  ])rotected  health  information 
to  notify  the  covered  entity  when  it 
discovers  a  breach  of  such  information. 
The  Act  recpiires  business  associates  to 
provide  such  notification  to  covered 
entities  without  unrea.sonahle  delay  and 
in  no  case  later  than  80  days  from 
discovery  of  the  breach.  Additionally, 
the  Act  recpiires  business  a.ssociates  to 
provide  covered  entities  with  the 
identity  of  each  individual  whose 
unsecured  protected  health  information 
has,  or  is  reasonably  believed  to  have 
been,  affected  by  the  breach.  Section 
184.410(a)  implements  .section  13402(h) 
of  the  Act. 

A  business  a.ssociate  is  reejnired  to 
notify  the  covered  entity  of  the  breach 
of  unsecured  protected  health 
information  so  that  the  covered  entity 
can  notify  affected  individuals.  In  the 
interim  final  rule,  we  clarified  that  a 
hnsine.ss  a.ssociate  that  maintains  the 
protected  health  information  of  multiple 
covered  entities  need  notify  only  the 
covered  entity(.s)  to  which  the  breached 
information  relates.  However,  in  ca.ses 
in  which  a  breach  involves  the 
nnseenred  protected  health  information 
of  multijile  covered  entities  and  it  is 
nuclear  to  whom  the  breached 
information  relates,  it  may  he  necessarv 
to  notify  all  potentially  affected  covered 
entities. 

Sec;tion  184.41()(a)(2)  provides  that  a 
breach  shall  he  treated  as  discovered  by 
a  hnsine.ss  a.s.sociate  as  of  the  first  day 
on  whic;h  such  breach  is  known  to  the 
hnsine.ss  a.s.sociate  or,  by  exercising 
reasonable  diligence,  would  have  been 
known  to  the  business  associate.  As 
with  a  covered  entity,  a  hnsiness 
associate  shall  he  deemed  to  have 
knowledge  of  a  breach  if  the  hreach  is 
known,  or  by  exercising  reasonable 
diligence  would  have  been  known,  to 
any  person,  other  than  the  person 
committing  the  hreach,  who  is  an 
employee,  officer,  or  other  agent  of  the 
business  a.ssociate  (determined  in 
accordance  with  the  Federal  common 
law  of  agency).  Similarly,  as  with 
knowledge  imj)nted  to  covered  entities, 
the  Federal  common  law  of  agency 
controls  in  determining  who  is  an  agent 
of  the  hnsine.ss  a.s.sociate. 


Section  184.410(h)  retpiires  that  a 
hnsine.ss  a.s.sociate  provide  notice  of  a 
hreach  of  nnsei:nred  protected  health 
information  to  a  covered  entity  without 
unreasonable  delay  and  in  no  c;ase  later 
than  80  days  following  the  di.scoverv  of 
a  hreach.  With  respect  to  timing,  if  a 
business  associate  is  acting  as  an  agent 
of  a  covered  entity,  then,  j)nrsnant  to 

184.404(a)(2).  the  business  associate’s 
di.scoverv  of  the  hreach  will  he  imputed 
to  the  covered  entity.  In  such 
circumstances,  the  covered  entity  iniust 
jjrovide  notifications  under  184.404(a) 
l)a.seil  on  the  time  the  business  a.ssociate 
discovers  the  hreach,  not  from  the  time 
the  business  associate  notifies  the 
covered  entity.  In  contrast,  if  the 
hnsiness  a.s.sociate  is  not  an  agent  of  the 
covered  entity,  then  the  covered  entity 
is  required  to  j)rovide  notification  based 
on  the  time  the  business  associate 
notifies  the  covered  entity  of  the  hreach. 
We  encouraged  covered  entities  and 
business  associates  to  address  the 
timing  of  this  notification  in  their 
hnsine.ss  a.s.sociate  contracts. 

Section  184.41()(c)(l )  requires 
business  associates,  to  the  extent 
possible,  to  j)rovide  covered  entities 
with  the  identity  of  each  individual 
who.se  unsecured  j)rotected  health 
information  has  been,  or  is  reasonably 
believed  to  have  been,  breached. 
De|)ending  on  the  circumstances, 
business  associates  could  provide  the 
covered  entity  with  immediate 
notification  of  the  hreach  and  then 
follow  up  with  the  required  information 
in  ^  184.41()(c)  when  available  hut 
without  unreasonable  delay  and  within 
80  days. 

Section  1 84.41  ()(c)(l)  requires 
business  associates  to  provide  this 
information  “to  the  extent  possible.” 
recognizing  that  there  may  he  situations 
in  which  a  business  associate  may  he 
unaware  of  the  identification  of  the 
individuals  whose  unsecured  j)rotectetl 
health  information  was  breached.  For 
example,  a  hn.sine.ss  as.sociate  that  is  a 
record  storage  company  that  holds 
hundreds  of  boxes  of  j)aj)er  medical 
records  on  behalf  of  a  covered  entity 
may  he  unaware  of  the  names  of  the 
individuals  whose  records  are  stored. 
Thus,  if  the  business  a.ssociate  di.scovers 
that  several  boxes  are  mi.ssing,  it  may  he 
unable  to  ])rovide  the  covered  entitv 
with  a  list  of  the  individuals  whose 
information  has  been  breached.  In  such 
circumstances,  it  is  not  onr  intent  that 
the  business  a.ssociate  delav  notification 
of  the  hreach  to  the  covered  entity, 
when  the  covered  entity  mav  he  better 
able  to  identify  the  individuals  affected. 

De])ending  on  the  circumstances 
snrronnding  a  hreach  of  un.secured 
protected  health  information,  a  business 
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associate  may  l)e  in  the  he.st  position  to 
gather  the  information  the  covered 
(intity  is  recpiired  l)y  §  lt)4.4()4(c)  to 
include  in  the  notification  to  tlie 
individual  about  the  breach.  Therefore, 
in  addition  to  the  identification  of 
affected  individuals,  1(>4.41()(c)(2) 
nupures  a  business  associate  to  ])rovide 
the  covered  entity  with  any  other 
available  information  that  the  covered 
entity  is  required  to  include  in  the 
notification  to  the  individual  under 
§  lti4.4()4(c),  either  at  the  time  it 
provid(Js  notice  to  the  covcaed  entity  of 
the  breach  or  promptly  thereafter  as 
information  becomes  available.  llei;an.se 
we  allow  this  information  to  he 
provided  to  a  covered  entity  after  the 
initial  notification  of  the  breach  as  it 
Ixicomes  available,  a  business  associate 
.should  not  delay  the  initial  notification 
to  the  covered  entity  of  the  breach  in 
order  to  collect  information  needed  for 
the  notification  to  the  individual.  To 
ensure  the  covered  entity  is  aware  t)f  all 
the  available  facts  snrronnding  a  breach, 
the  Rule  al.so  requires  that  a  husine.ss 
associate  provide  this  iidbrmation  even 
if  it  h(!comes  available  after  notifications 
have  been  sent  to  affected  individuals  or 
after  the  (itt-day  period  s])ecified  in 
S  184.410(1)}  has  elapsed. 

We  clarified  that  business  associates 
and  covered  entities  wonld  continue  to 
have  the  flexibility  to  set  forth  specific 
obligations  for  each  ])arty,  such  as  who 
will  provide  notice  to  individuals  and 
when  the  notification  from  the  husine.ss 
associate  to  the  (x)vered  entity  will  he 
recpiirefl,  following  a  breach  of 
unsecured  j)rotected  health  information, 
.so  long  as  all  recjuired  notifications  are 
provided  and  the  other  requirements  of 
the  interim  final  rule  were  met.  We 
encouraged  the  parties  to  consider 
which  entity  is  in  the  best  position  to 
provide  notice  to  the  individual,  which 
may  dejjend  on  circumstances,  such  as 
the  functions  the  business  associate 
performs  on  behalf  of  the  covered  entitv 
and  which  entitv  has  the  relationship 
with  the  individual.  We  al.so  encouraged 
the  parties  to  ensure  the  individual  does 
not  receive  notifications  from  both  the 
covered  entity  and  the  business 
associate  about  the  same  breach,  which 
may  he  confusing  to  the  individual. 

Overview  of  Public  Cx)mment.s 

Many  commenters  expressed  concern 
over  the  interim  final  ride's  treatment  of 
a  covered  entity’s  knowledge  of  a  breach 
that  occurs  at  or  by  a  husine.ss  as.sociate. 
.Some  commenters  stated  that  a  covered 
entity’s  knowledge  of  a  breach  should 
iMJgin  when  the  husine.ss  as.sociate 
notifies  them  of  the  breach,  regardless  of 
whether  the  business  associate  is  an 
agent  of  the  covered  entity  or  a  non¬ 


agent  indejiendent  contractor.  If 
knowledge  is  imputed  when  the 
husine.ss  as.sociate  discovers  the  breach, 
one  commenter  argued  that  a  covered 
entity  wonld  not  have  sufficient  time  to 
provide  the  required  notifications  to 
individuals  in  a  timely  manner.  Other 
commenters  argued  that  all  business 
a.ssociates  should  he  treated  as  agents  of 
the  covered  entity,  such  that  the 
husine.ss  associate’s  knowledge  of  a 
breach  is  imputed  to  the  covered  entity. 
Finally,  .some  commenters  asked  for 
more  guidance  on  when  a  business 
a.ssociate  is  acting  as  an  agent  versus  as 
an  independent  contraidor  and  how  to 
determine  this  status  under  the  Federal 
common  law  of  agency. 

Final  Ride 

The  final  rule  modifies  §  184.410  only 
to  make  the  following  technical  and 
non-suhstantive  correction:  in  paragra})h 
(a)(2)  of  S  184.410,  the  fir.st  sentence  is 
revised  to  refer  to  ])aragraph  (a)(1)  rather 
than  paragraph  (1). 

With  re.s|)ect  to  the  commenters  who 
expressed  concern  that  a  covered 
(Mitity’s  knowledge  of  a  breach  de])end.s 
not  only  on  a  business  a.ssociate’s 
discovery  of  the  breach  hut  al.so  on  the 
covered  entity’s  relationshi])  with  the 
husine.ss  as.sociate,  we  acknowledge  that 
there  are  many  different  tvjies  of 
relationships  that  can  develop  between 
covered  entities  and  business  a.ssociates 
ha.sed  iqion  the  function  the  business 
as.sociate  ])erforms  on  behalf  of  the 
covered  entity.  In  some  situations,  a 
business  a.ssociate  will  he  acting  as  an 
agent  of  the  covered  entity,  and  as  such, 
it  makes  .sense  to  treat  the  business 
a.ssociate’s  knowledge  of  a  breach 
analogous  to  the  knowledge  of  one  of 
the  covered  entity’s  own  employees. 
However,  in  other  situations,  hecau.se  a 
business  a.ssociate  may  not  he  an  agent 
of  the  covered  entity,  it  wonld  not  he 
reasonable  to  impute  the  business 
a.ssociate’s  knowledge  directly  to  the 
covered  entity,  and  therefore,  the 
covered  entity’.s  knowledge  depends  on 
notification  from  the  husine.ss  as.sociate. 

Furthermore,  the  use  of  the  Federal 
common  law  of  agency  to  determine  the 
business  as.sociate’s  status  with  respect 
to  the  covered  entity  is  consistent  with 
the  ajiproach  taken  in  the  Fnforcement 
Rule  for  determining  agency  liability 
under  the  HIPAA  Rules.  Thus,  we 
believe  the  use  of  the  standard  is 
a])propriate  here  and  should  he  familiar 
to  mo.st  entities.  We  jirovide  additional 
guidance  regarding  who  is  an  agent 
above  in  our  response  to  comments  on 
the  HITFCH  modifications  to  the  HIPAA 
Enforcement  Ride.  Because  of  the 
agency  imj)lication.s  on  the  timing  of 
hreai:h  notifications,  we  encourage 


covered  entities  to  discuss  and  define  in 
their  husine.ss  a.ssociate  agreements  the 
reiiuirements  regarding  how,  when,  and 
to  whom  a  business  a.ssociate  should 
notify  the  covered  entity  of  a  jiotential 
breach. 

Respon.se  to  Other  Public  (lomments 

C’o/nmen/;  Several  i:ommenters  asked 
()(3<  to  provide  sample  business 
associate  agreement  language  to  outline 
the  covered  entity’.s  and  business 
associate’s  obligations  following  a 
breach  of  unsecured  protected  health 
information. 

litisponse:  A  covered  entity’.s  and 
husine.ss  associate’s  obligations 
following  a  breach  of  unsecured 
protected  health  information  will  vary 
depending  on  the  relationshi]).  For 
examj)le.  whether  a  business  associate 
will  send  the  breach  notices  to  affected 
individuals  and/or  to  notify  the 
Secretary  (and  media,  if  a])|)lical)le)  on 
behalf  of  a  covered  entity  is  a  husine.ss 
decision  of  the  parties  and  how  (juickly 
a  business  associate  is  to  notify  a 
covered  entity  of  a  breach  within  the 
reiiuired  timeframe  may  he  based  on  a 
numher  of  factors,  such  as  whether  the 
business  associate  is  an  agent  of  the 
covered  entity.  However,  to  helj) 
covered  entities  and  husine.ss  associates 
imj)lement  the  new  business  a.ssociate 
agreement  reijuirements  generally  under 
the  HITECH  modifications  to  the  HIPAA 
Rules,  the  Department  has  published 
sample  business  as.sociate  agreement 
l)rovisions  on  its  web  site. 

Communi:  Some  commenters  asked 
what  happens  if  a  covered  entity  and  a 
business  a.ssociate  disagree  about 
whether  an  imj)ermi.s.sihle  use  or 
disclosure  is  a  breach  that  reijiiires 
notification.  These  commenters  asked  if 
both  parties  must  he  in  agreement  before 
breach  notification  obligations  are 
triggered. 

/ie.s/jmi.se;  The  covered  entity  is 
ultimately  responsible  for  ])roviding 
individuals  with  notification  of 
breaches  and,  as  indicated  above,  the 
clock  for  notifying  individuals  of 
breaches  begins  n})on  knowledge  of  the 
incident,  even  if  it  is  not  yet  clear 
whether  the  incident  iiualifies  as  a 
breach  for  pur])o,se.s  of  this  ride.  Further, 
this  final  rule  clarifies  that  the  default 
presimqition  is  that  an  inijiermi.ssihle 
use  or  disclosure  is  a  breach  imle.ss  it 
can  he  determined  through  a  risk 
assessment  that  there  is  a  low 
probability  that  the  data  may  he 
compromi.sed.  This  standard  should 
allow  for  more  uniform  ai)])lication  of 
the  risk  a.sse.ssment  ap])roach  across 
covered  entities  and  husiness  as.sociates. 

(kminwni:  One  commenter  stated  that 
the  reijuirement  that  a  business 
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associate  notify  a  covenul  entity  of  a 
breach  of  unsecured  protected  healtli 
information  is  du])licative  of  a  business 
associate’s  other  ol)ligations  to  notify 
the  covered  entity  of  privacy  violations 
and  security  incidents. 

/ie.s-pon.se;  llusiness  associates  are 
retpnred  to  report  to  covered  entities 
any  security  incidents  or  uses  or 
disclosures  of  protected  health 
information  not  provided  for  by  their 
business  associate;  agreements,  which 
inedude  hut  are  broader  than  breaches  of 
unsecured  protected  health  information 
under  this  Rule.  For  example,  a  security 
incident  need  not  lead  to  unauthorized 
access  to  protected  health  information 
(and  thus,  is  not  a  hreacdi)  hut  is  still  an 
event  that  should  hi;  reported  to  the 
covered  entity.  Further,  when  a  .security 
incident  occurs  that  does  ri.se  to  the 
level  of  a  hreach,  the  breach  notice  to 
the  covered  entity  suffices  to  meet  the 
reiiuirement  to  report  the  security 
incident  to  the  covered  entitv  (however, 
a  covered  entity  may  reijuire  through 
the  business  a.ssociate  agreement  that 
additional  information  he  reported). 
Therefore,  these  reipiirements  are  not 
du])licative. 

().  Law  Fnforcement  Delay 
Interim  Final  Rule 

Section  134()2(g)  of  the  HITFCM  Act 
provides  that  if  a  law  enforcement 
official  determines  that  a  notification, 
notice,  or  posting  r(;(]uired  under  this 
section  would  imiieile  a  criminal 
investigation  or  cau.se  damage  to 
national  security,  .such  notification, 
notice,  or  posting  shall  he  delayed  in  the 
same  manner  as  provided  u  ider  4.5  CFR 
164. 528(a)(2)  of  the  Privacy  Rule  in  the 
case  of  a  disclosure  covered  under  such 
.section.  Section  164.412  implements 
.section  134()2(g)  of  the  Act,  requiring  a 
covered  entity  or  husiness  as.sociate  to 
temporarily  delav  notification  to  the 
individual,  the  media  (if  a]3j)licahle),  to 
a  covered  entity  hy  a  business  associate, 
and  to  the  Secretary  if  instructed  to  do 
so  hy  a  law  enforcement  official. 

Section  164.412(a).  ha.s(;d  on  the 
reiiidrements  of  45  CFR  164.528(a)(2)(i) 
of  the  Privacy  Rule,  ])rovides  for  a 
temporary  delay  of  notification  in 
situations  in  which  a  law  enforcement 
official  provides  a  statement  in  writing 
that  the  delay  is  necessarv  because 
notification  would  impede  a  criminal 
investigation  or  cause  damage  to 
national  securitv,  anil  specifies  the  time 
for  which  a  delay  i.s  required.  In  such 
instances,  the  covered  entitv  is  required 
to  delay  the  notification,  notice,  or 
])osting  for  the  time  jjeriod  sjiecified  hy 
the  official. 


Similarly,  S  164.412(h),  based  on  45 
CFR  164.528(a)(2)(ii)  of  the  Privacy 
Rule,  requires  a  covered  entity  or 
business  as.sociate  to  temporarily  delay 
a  notification,  notice,  or  posting  if  a  law 
enforcement  official  states  orally  that  a 
notification  would  impedi;  a  criminal 
inv(;stigation  or  cause  damage  to 
national  securitv.  However,  iu  this  ca.se, 
the  covered  entity  or  business  a.ssociate 
must  document  the  statement  and  the 
identity  of  the  official  and  delay 
notification  for  no  longer  than  30  days, 
unless  a  written  statement  meeting  the 
above  reijuirements  is  jirovided  during 
that  time.  VVe  interpreted  these 
provisions  as  tolling  the  time  within 
which  notification  is  required  under 

164.404,  164.406,  164.408,  and 
164.410.  as  a])])licahle. 

Final  Rule 

The  De])artment  did  not  receive 
public  comments  on  this  })rovision  of 
the  interim  final  rule.  VVe  retain 
S  164.412  in  this  final  rule  without 
modification. 

7.  Section  164.414 — Administrative 
Requirements  and  Hurden  of  Proof 

Interim  f'inal  Rule 

Section  164.414(a)  reiphres  covered 
entities  to  comj)ly  with  the 
administrative  re(|uirement.s  of 
§  164.530(h).  (d),  (e),  (g),  (h),  (i).  and  (j) 
of  the  Privacy  Ruh;  with  respect  to  the 
hreach  notification  provisions  of  this 
suhpart.  These  Privaev  Rule  provisions, 
for  example,  require  covered  entities 
and  husin(;s.s  a.ssociates  to  develop  and 
document  policies  and  jirocedures,  train 
workforce  members  on  and  have 
sanctions  for  failure  to  comply  with 
these  policies  and  procedures,  permit 
individuals  to  file  complaints  regarding 
these  policies  and  procedures  or  a 
failure  to  comply  with  them,  and 
require  covered  entities  to  refrain  from 
intimidating  or  retaliatory  acts.  Thus,  a 
covered  entity  i.s  reipiired  to  consider 
and  incor]K)rate  the  hreach  notification 
requirements  with  respect  to  its 
administrative  compliance  and  other 
obligations. 

Section  164.414(h)  provides  that, 
following  an  impermi.ssihle  u.se  or 
disclosure  under  the  Privacy  Rule, 
covered  entities  and  business  a.ssociates 
have  the  hurden  of  demonstrating  that 
all  notifications  were  made  as  reipiired 
hy  this  suhpart.  Additionally,  as  part  of 
demon.strating  that  all  required 
notifications  were  made,  a  covered 
entity  or  business  a.ssociate,  as 
applicable,  also  must  he  able  to 
demonstrate  that  an  imjiermissihle  u.se 
or  disclosure  did  not  constitute  a 
hreach,  as  such  term  i.s  defined  at 


§  164.402,  in  cases  where  the  covered 
entity  or  husiness  associate  determined 
that  notifications  were  not  required.  To 
conform  to  these  jirovisions,  §  160.534 
of  the  HIPAA  Enforcement  Rule  makes 
clear  that,  during  any  administrative 
hearing,  the  covered  entity  has  the 
hurden  of  going  forward  and  the  hurden 
of  persuasion  with  resjiect  to  the.se 
issues. 

Thus,  when  a  covered  entity  or 
business  as.sociate  knows  of  an 
impermi.ssihle  u.se  or  disclosure  of 
protected  health  information,  it  should 
maintain  documentation  that  all 
required  notifications  were  made.  or. 
alternatively,  to  demonstrate  that 
notification  was  not  required:  (1)  Its  ri.sk 
assessment  (di.scussed  above  in 
164.402)  demonstrating  a  low 
probability  that  the  jirotected  health 
information  has  been  compromised  hy 
the  imjiermi.ssihle  u.se  or  di.sclosure  or 
(2)  the  application  of  any  other 
excejitions  to  the  definition  of  “hreach.” 

Overview  of  Public  Comments 

One  commenter  stated  that  it  i.s 
critical  that  all  employees  are  trained 
and  knowledgeable  about  what 
constitutes  a  hreach,  so  that  the  covered 
entity  or  business  a.ssociate  can  provide 
the  required  notifications  within  the 
r(;quired  timeframe.  The  commenter 
akso  maintained  that  OCR  should 
em])hasize  the  nece.ssity  of  this  training. 

\Yith  r(;.spect  to  the  hurden  of  proof 
j)laced  npon  covered  entities  and 
business  assoc.iates,  one  commenter 
agreed  that  covered  entities  and 
business  assoc.iates  should  have  the 
hurden  to  demonstrate  that  all 
notifications  were  provided  following  a 
hreach  of  unsecured  jjrotected  health 
information.  However,  the  commenter 
asked  that  we  include  a  presumption 
that  an  impermi.ssihle  u.se  or  disclosure 
of  j)rotected  health  information  did  not 
constitute  a  hreach  if  a  covered  entity  or 
husiness  associate  has  imi)lemented  a 
hreach  notification  policy,  completed  a 
risk  assessment,  and  documented  that  it 
followed  its  policy  in  reaching  a 
conclusion  that  hreach  notification  was 
not  required. 

Final  Rule 

VVe  retain  §  164.414  in  this  final  rule 
without  modification.  VVe  emphasize 
the  importance  of  ensuring  that  all 
workforce  memhers  are  appro])riately 
trained  and  knowledgeahle  about  what 
constitutes  a  hreac.h  and  on  the  ])olicies 
and  procedures  for  rejiorting,  analyzing, 
and  documenting  a  possible  hreacli  of 
unsecured  protected  health  information. 
W'e  note  that  hecau.se  this  final  rule 
modifies  the  definition  of  hreach  as 
stated  in  the  interim  final  rule,  covered 
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entities  will  iuhuI  to  uj)date  their 
policies  and  jirticedurtis  and  nitrain 
workldrct?  ineinhiii's  as  neixissary  to 
niflect  such  inodifications. 

With  nispiH'.t  to  this  hunlen  of  proof, 
section  18402  of  the  statute  places  the 
burden  of  proof  on  a  covered  entity  or 
hnsine.ss  associate,  if  applicable,  to 
demonstrate  that  all  notifications  were 
made  as  rinpiinul.  Therefore,  section 
l(>4..'>80(j)(l){iv)  iXMjuires  covered 
entities  to  maintain  dcHaimentation  to 
meet  this  burden  of  jiroof.  This  includes 
dotannentation  that  all  required 
notifications  have  hiam  |)rovided  or  that 
no  breach  ocaairred  and  notification  was 
not  necessary.  If  a  coveia^d  entity's 
determination  with  n;sj)ect  to  whether  a 
breach  occairred  is  called  into  question, 
the  (a)vered  entity  should  produta;  the 
documentation  that  demonstrates  the 
rea.sonahleness  of  its  conclusions  based 
on  the  findings  of  its  risk  a.ssessment. 

8.  Technical  Cormctions 

The  interim  final  rule  made  several 
tec;hnical  changes  to  align  the  HIFAA 
Rules  in  light  of  the  new  breach 
notification  reijuirements  of  .suhpart  D. 
See  74  FR  427.'i.'>-.5(i.  We  did  not  receive 
comments  on  these  changes.  We  retain 
the  technical  corrections  made  in  the 
interim  final  rule  and  also  make  an 
additional  technical  correction  by 
adding  “and”  to  the  end  of 
S  l(i{)..‘j84(h)(l)(iii)  to  make  clear  the 
ndationshij)  between  §  l(j().584(h){1  )(iii) 
and  the  new  §  1()()..584(I)){1  )(iv). 

9.  PriHunjition 
Interim  Final  Rule 

The  interim  final  rule  clarified  that 
txmtrary  State  law  will  he  jireeinjited  by 
the.se  breach  notification  regulations. 
.Section  1178  of  the  .Social  Security  Act. 
42  II.S.C.  182()d-7.  which  was  added  hv 
HIFAA.  provides  that  HIFAA 
administrative  sim])lification  provisions 
generally  preempt  conflicting  .State  law. 
.Section  1{K).2()3  states  that  a  standard. 
re(juirement.  or  implementation 
s])ecification  that  is  ado])ted  as 
ntgulation  at  4.'j  (T'R  jiarts  180.  102.  or 
104  and  that  is  “contrarv  to  a  i)rovision 
of  .State  law  ])reempts  the  jjrovision  of 
.State  law.”  Thus,  whether  a  .State  law  is 
contrary  to  these  breach  notification 
regulations  is  to  lx;  determined  based  on 
the  definition  of  “contrary"  at  §  100.202, 
which  states  that  a  State  law  is  contrary 
if  “|a]  covered  entitv  would  find  it 
im|)ossihle  to  comply  with  both  the 
.State  and  Federal  requirements”  or  if 
the  .State  law  “stands  as  an  obstacle  to 
the  accomplishment  and  execution  of 
the  full  purjKises  and  objectives”  of  the 
breach  notification  provisions  in  the 
Act.  (x)vered  entities  must  analvze 


relevant  State  laws  with  respect  to  the 
breach  requirements  to  under.stand  the 
interaction  and  ajiplv  this  preemption 
standard  ajipropriately. 

In  the  interim  final  rule,  we  stated  our 
belief  that,  in  general,  covered  entities 
can  comjjly  with  both  the  applicable 
.State  laws  and  this  regulation  and  that 
in  most  ca.ses.  a  single  notification  can 
satisfy  the  notification  re(]uirements 
under  .State  laws  and  this  regulation. 

For  exainjile.  if  a  .State  breach 
notification  law  requires  notification  he 
.sent  to  the  individual  in  a  shorter  time 
frame  than  is  recpured  by  this 
regulation,  a  covered  entity  that  sends 
the  notice  within  the  time  frame 
r(H|uired  by  the  .State  law  will  also  he  in 
compliance  with  this  regulation's 
timeliness  requirements. 

Additionally,  since  the  Act  and  rule 
are  flexible  in  terms  of  how  the 
elements  are  to  he  de.scrihed,  and  do  not 
prohibit  additional  elements  from  being 
included  in  the  notice,  in  general. 

Federal  requirements  contain  flexihilitv 
for  covered  entities  to  (hweloj)  a  notice 
that  satisfies  both  laws. 

Overview  of  Fuhlic  (Comments 

While  some  commenters  were  ])leas(!d 
that  the  breach  notification  rule 
preem])ts  conflicting  .State  law,  other 
commenters  expressed  confusion  or 
concern  with  this  precunption  standard. 
Many  commenters  .stated  that  de.s])ite 
the  fact  that  in  most  ca.ses  a  covered 
entity  may  oidy  need  to  provide  one 
notification  to  .satisfy  both  .State  and 
Federal  law.  there  will  he  some  cases  in 
which  a  covered  entitv  will  have  to 
provide  multiple  notices  to  the  same 
individual  to  ensure  compliance  with 
all  relevant  laws.  This  will  result  in 
confusion  for  the  individual  and 
increased  costs  for  the  covered  entitv. 
Some  of  the.se  comment(;r.s  suggested 
that  this  Federal  breach  notification  law 
should  preemj)t  all  State  breach 
notification  laws,  or  alternativelv.  that 
HH.S  should  work  with  Congress  and 
the  .States  to  harmonize  the  breach 
notification  laws  such  that  only  one 
notice  is  required  following  a  breach. 

Final  Rule 

We  maintain  the  preemj)tion  standard 
discus.sed  in  the  interim  final  rule, 
which  is  based  on  .section  1128  of  the 
.Social  Security  Act  and  a])plies  to  the 
H1TK(]H  Act’s  hniach  notification 
provisions  by  virtue  of  .section  18421  of 
the  HITFCdl  Act.  We  continue  to  Ixdieve 
that,  generally,  covenul  entities  are  able 
to  comjjly  with  both  .State  and  Federal 
requirements  for  j)roviding  breach 
notification  with  one  breach  notice 
ha.sed  on  the  flexibility  ])rovided  to 
entities  in  this  Rule.  However,  even  in 


the  exceptional  ca.se.  we  do  not  have 
authority  to  preempt  a  .State  breach 
notification  law  that  is  not  contrary  to 
this  Rule. 

10.  Responses  to  Other  Fuhlic 
(^omnumts 

C’oyjimen/;  One  commenter  asked 
whether  penalties  are  automaticallv 
assessed  following  a  violation  of  the 
breach  notification  rule  or  if  this  is  done 
at  (K^R’s  discretion  and  whether  civil 
money  ))enalties  can  he  assesscul  for  the 
underlying  cause  of  a  breach  of 
unsecured  protected  health  information 
where  a  covered  entity  has  ])rovided  all 
recpiired  hreac:h  notifications. 

/fe.spon.se;  OCR’s  enforcement  of  the 
breach  notification  rule  will  he  carried 
out  j)ur.suant  to  the  Enforcement  Rule. 
Fursuant  to  the  Enforcement  Rule,  OCR 
may  imjjose  a  civil  money  penalty  for  a 
failure  to  com])ly  with  the  breach 
notification  rule.  OCR  also  has  the 
discretion  to  work  with  the  covered 
entity  to  achieve  voluntary  comjiliance 
through  informal  re.solution,  except  in 
ca.ses  in  which  it  has  found  a  violation 
due  to  willful  neglect.  Because  every 
breach  of  un.seciired  protected  health 
information  must  have  an  underlying 
impermissihle  use  or  disclosure  under 
the  Frivacy  Rule.  Ot8<  also  has  the 
autln)rity  to  impose  a  civil  money 
penalty  for  the  underlying  Frivacy  Rule 
violation,  even  in  cases  where  all 
nupiired  breach  notifications  were 
provided. 

VI.  Modifications  to  the  HIFAA  Frivacy 
Rule  Under  GINA 

A.  Bdckgroiind 

The  Genetic  Information 
Nondiscrimination  Act  of  2008 
(“GINA”),  Fuhlic  Law  110-288,  122 
.Stat.  881,  prohibits  discrimination  based 
on  an  individual's  genetic  information 
in  both  the  health  coverage  and 
emjjloyment  contexts.  With  respect  to 
health  coverage.  Title  1  of  GINA 
generally  jirohihits  discrimination  in 
premiums  or  contributions  for  group 
coverage  based  on  genetic  information, 
proscribes  the  u.se  of  genetic 
information  as  a  basis  for  determining 
eligibility  or  setting  premiums  in  the 
individual  and  Medicare  su])])leinental 
(Medigap)  insurance  markets,  and  limits 
the  ability  of  group  health  ])lan.s,  health 
insurance  issuers,  and  Medigap  issuers 
to  collect  genetic  information  or  to 
request  or  recpiire  that  individuals 
undergo  genetic  testing.  Title  II  of  GINA 
generally  prohibits  u.se  of  genetic 
information  in  the  employment  context, 
restricts  employers  and  other  entities 
covered  by  Title  II  from  requesting, 
recpiiring,  or  purchasing  genetic 
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iiifoi Illation,  and  strictlv  limits  such 
ontitios  from  disclosing  gonotic 
information.  Tho  Dojiartmonts  of  Labor 
Trca.snrv.  and  Health  and  Human 
Siirvicos  (HHS)  an;  rosiionsiblo  for 
iidministoring  and  onforcing  the  (dNA 
litle  I  nondi.scrimination  jirovisions. 
end  the  L’ijnal  Emplovment  Ojiportnnitv 
Comnii.ssion  (EEOC)  i.s  resiionsihle  for  ' 
administering  and  enforcing  the  CINA 
litle  II  nondiscrimination  provisions." 

hi  addition  to  these 
nondiscrimination  provi.sions.  section 
105  ol  Title  1  of  (JINA  contains  new 
privacy  protections  for  genetic 
inlorniation,  which  re(|nire  the 
Secretary  of  HHS  to  revi.se  the  Privaev 
Rule  to  clarify  that  genetic  information 
IS  health  information  and  to  prohibit 
gionj)  health  jilaiis,  health  insurance 
issuers  (including  HMOs),  and  i.ssners  of 
Medicare  supplemental  iiolicies  from 
nsing  or  di.sclosing  genetic  information 
tor  nnderwriting  pni'iioses. " 

n.  Ovmview  oftlw  Propostni  Ihih 

On  October  7.  2000.  the  Department 
published  a  iiolice  of  proposed 
rnlemaking  (NPRM  or  “jiroposed  ride”) 
to  strengthen  the  jirivacy  protections  for 
genetic  information  under  the  HIPAA 
Privacy  Rule  by  implementing  the 
protections  for  genetic  information 
nupiired  by  CJINA and  making  related 
changes  to  the  Rule.  In  |)articnlar.  in 
accordance  with  section  105  ofCdNA 
and  the  Dejiartment’s  general  antlioritv 
under  .sections  202  and  204  of  HIPAA! 
the  Department  jiroposed  to:  (1) 

Exjilicitly  jirovide  tliat  genetic 
information  i.s  health  information  for 

"Tho  l)(^|)iirlmonl.s  ol  (Hniplovcto  Honolils 

.Socurily  Adminislralion),  Troasurv  (Inlornal 
Kov.nuH,  .Sorvico).  and  IIH.S  (Contors  lor  Morlicaro 
S  Mod.caid  .Soivioo.s  (CM.S))  havo  iss.iod  n.n„h„i„„s 
in  a  soparain  ruloinaking  (at  74  KR  .'•.llilH)  io 
nnploinont  soolion.s  lOl-ioa  (d CIN.X  whk  h 
ainondod:  soolion  71)2  ol  lho  Kinplovo,,  Roliroinonl 
Incomo  .Soenniv  Acl  ol  1974  (29  U  .S  (’  1  l«v). 

■soolion  2702  ol  lho  Puhlio  lloallh  .Sorvioo  Aol'(42 

(I'onninhorod  as  siulion  27ll.->  h\  lh(> 
Allordahlo  {.aro  Act):  aiul  .soolion  9ao2  ol  Iho 
Inlornal  Rovinino  Codo  ol  1980.  .Sindion  104  of 
(;iNA  applios  Io  Modisap  issnors.  whioh  aro  siihiool 
to  Iho  provisions  ol  .soolion  1882  of  Iho  .Sooial 
.S(!oiirily  Aol  lhal  aro  implonionUul  h\ CM.S.  and 
\vhK:h  inoorporah!  hy  rolori-noo  oorlain  jirovisions 
in  a  inodol  rosulalion  of  tin,  National  A.ssooialion 
ol  In.snranoo  Coinniissionors  (NAIC).  Tho  NAIC 
ainondod  its  inodol  rooulalion  on  .Sojitoinhor  24. 

2008.  Io  oonlorin  Io  soolion  104  of  CIN.A,  and  Iho  ■ 
ainondod  ro>>nlalion  was  jiiihlishod  hv  C.MS  in  Iho  | 

•odoral  Rofiislor  on  Ajiril  24.  2009.  al  74  l-'R  1 8808  ; 

\\  nil  rosjiool  to  Tillo  II  of  CINA.  Iho  KROC  i.ssnod 
hnal  rofpdation.s  on  Novonihor  9.  2010  al  7S  I  R  I 

08912.  ■  I  /.ills  ^ 

"  Soolion  lO.S  of  CINA.  onlillod  •I’rivaov  and  ( 

Conhdoylialily.-amonds  I’arl  C  of  Tillo  xi  of  Iho 
Socuil  SDcurily  Acl  l)y  adflinn  section  I  ISO  to  . 

addross  Iho  apjilioalion  of  Iho  HIPAA  Privaov  Rnlo  * 
1(1  fionotio  inforinalion.  .s 

Any  roloronoo  in  lliis  jiroainhlo  Io  (ilNA  is  a 
roloronoo  Io  Tillo  I  of  (IINA.  oxoojil  as  olhorwiso 
indioalod. 


jiiirjinses  of  the  Privacy  Rule;  (2) 
jirohihit  all  health  jilaiis  covered  hv  the 
I IIPAA  Privacy  Rule  from  using  or' 
disclosing  jiro'tected  health  information 
that  IS  genetic  information  for 
underwriting  |)ur|)o.se.s;  (.4)  revise  the 
jirovisions  relating  to  the  Notice  of 
Privacy  Practices  for  health  jilans  that 
jierform  underwriting:  (4)  make  a 
numher  of  conforming  changes  to 
delinitions  and  other  jirovisions  of  the 
Rule,  ,111(1  (5)  make  technical  corrections 
to  ujidate  the  definition  of  "health 
jilan." 

The  (lO-day  jiuhlic  comment  jieriod 
for  the  jirojio.sed  rule  closed  on 
December  7,  2()()‘),  and  the  Dejiartment 
received  ajijiroximately  twenty-five 
comments  in  resjion.se  to  its  jiiojiosal 
/Uter  considering  the  jnihlic  comments, 
the  Department  is  issuing  this  final  rule 
to  strengthen  the  jirivacy  jirotections  for 
genetic  information  in  accordance  with 
HINA  and  the  Dejiartment’s  general 
authority  under  sections  2(i2  and  2()4  of 
HIPAA.  In  develojiing  this  rule,  the 
Dejiartment  consulted  with  the 
Dejiartments  of  Labor  and  Treasury,  as 
iiKjuired  by  .section  l()5(h)(l)  of  CINA. 
to  ensure,  to  the  extent  jiracticahle. 
con.sistency  across  the  regulations.  In 
aildition.  the  Dejiartment  coordinated 
with  the  EEO(,  in  the  develojiment  of 
these  regulations. 

The  Jirovisions  of  the  jirojiosed  rule 
and  the  Jiuhlic  comments  received  that 
weie  within  the  .scojie  of  the  jirojiosed 
rule  are  described  in  more  detail  below 
in  the  section-hy-.section  descrijition  of 
the  final  rule. 


C  SHction-hy-SHclion  Description  of 
Pinal  Hale  and  nesponse  to  Pablic 
Comments 

1.  Scojie:  Extension  of  Riujuired 
Protections  to  All  Health  Plans  Sulijei  t 
to  the  HIPAA  Privacy  Rule 

Projiosed  Rule 

Section  105  of  CINA  reijuires  HHS  to 
modify  the  Privacy  Rule  to  jirohihit  “a 
{.overed  entity  that  is  a  groiiji  health 
jilan,  health  insurance  i.ssuer  that  issues 
iUMllh  insurauco  (:ov(;ragu,  or  issuor  of 
a  medicare  isic]  sujijilemental  jiolicy” 
from  using  or  disclosing  genetic 
infoimation  for  underwriting  jiiirjioses. 
Section  105  of  CINA  jirovides  that  the 
terms  "group  health  jilan"  and  "health 
insurance  coverage”  have  the  meanings 
given  such  terms  under  section  2701  of 
the  Public  Health  Service  Act  (PHSA) 
(42  II.S.C.  :i00gg-01),  and  that  the  term 
medicare  |sic|  sujijilemental  jiolicy” 
has  the  meaning  given  such  term  in 
section  1082(g)  of  the  Social  Security 

"■Tho  jnihlic  coinmonis  aro  availahio  al  hlln  // 
irnw.ivgulalions.fiov. 


Act.  In  adilition.  the  term  "health 
insurance  issuer,”  as  defined  at  42 
H.S.C.  800gg-91.  includes  a  health 
maintenance  organization  (HMO).  These 
four  tyjies  of  entities  (i.e.,  groiiji  health 
Jilans.  health  insurance  issuers,  and 
health  maintenance  organizations,  as 
defined  in  the  PHSA.  as  well  as  i.ssners 
of  Medicare  .sujijilemental  jiolicies), 
corresjiond  to  the  tyjies  of  covered 
entities  listed  at  suiijiaragrajihs  (i) 

’  through  (iii)  and  (vi)  of  jiaragrajih  (1)  of 
the  definition  of  "health  jilan”  at 
SlOO.lOO  in  the  HIPAA  Privacy  Rule 
issued  under  HIPAA’s  Administrative 
Simjilification  jirovisions.  These  also 
lire  the  entities  to  which  HIPAA’s 
nondiscrimination  jirovisions  ajijily  and 
to  which  the  nondi.scrimination 
Jirovisions  of  CINA  Title  I  were 
directed. 

However,  in  addition  to  these  four 
tyjies  of  entities,  the  HIPAA  Privacy 
Rule  also  includes  a  numher  of  other 
entities  within  the  definition  of  "hea'th 
phinr;  (1)  Long-term  care  jiolicies 
(excluding  nursing  home  fixed- 
indemnity  Jiolicies);  (2)  emjiloyee 
welfare  benefit  jilans  or  other  ' 
arrangements  that  are  established  or 
maintained  for  the  jiurjiose  of  offering 
or  jiroviding  health  benefits  to  the 
emjiloyees  of  two  or  more  emjiloyers  (to 
the  extent  that  they  are  not  group  health 
jilaiis  or  health  insurance  issuers);  (8) 
high  lisk  jiools  that  are  mechanisms 
established  under  State  law  to  jirovide 
lioaltli  iiisiiraiico  covoragi;  or 
oomjiarahle  coverage  to  eligible 
individuals;  (4)  certain  jinhlic  benefit 
Jirograms,  such  as  Medicare  Part  A  and 
B,  Medicaid,  the  military  and  veterans’ 
health  care  jirograms.  the  Indian  Health 
Service  jirogram.  and  others:  as  well  as 
(5)  any  other  individual  or  grouji  jilan, 
or  comhination  of  individual  or  grouji 
Jilans  that  jirovides  or  jiays  for  the  cost 
of  medical  care  (as  the  term  "medical 
(-•are”  is  defined  in  .section  2791(a)(2)  of 
the  PHSA,  42  U.S.C.  8()()gg_i)i  (a)(2)). 

This  last  category  includes,  for  exainjile, 
certain  “excejited  benefits”  jilans 
described  at  42  U.S.C.  800gg-91  (c)(2), 
such  as  limited  .scojie  dental  or  vision 
benefits  jilans.  See  the  definition  of 
“health  jilan”  at  §  190.108. 

In  the  NPRM,  the  Dejiartment,  using 
both  Its  authority  under  CINA  as  well  as 
Its  broad  authority  under  HIPAA. 
jirojio.sed  to  ajijily  the  jirohihition  on 
nsing  and  di.sclosing  jirotected  health 
infoimation  that  i.s  genetic  information 
for  underwriting  to  all  health  jilans  that 
are  subject  to  the  Privaev  Rule,  rather 
than  .solely  to  the  jilans  'ClNA  exjilicitlv 
lecjuires  he  suhject  to  the  jirohihition. 

As  exjilained  in  the  jiropo.sed  rule,  the 
HIPAA  Administrative  Simjilification 
Jirovisions  jirovide  the  Secretary  with 
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broad  authority  to  craft  privacy 
.standards  that  iinitonnly  ajtply  to  all 
health  jtlans,  regardless  of  whether  sucli 
health  plans  art;  governed  hy  other 
portions  of  the  Hll’AA  .statute,  hi 
addition,  the  Department  indicated  in 
the  proposed  rule  that  nothing  in  (IlNA 
explicitly  or  implicitly  curtails  this 
broad  authority  of  the  Secretary  to 
promulgate  privacy  standards  for  any 
and  all  health  plans  that  are  governed 
hy  the  HIPAA  Administrative 
Simplification  jirovisions. 

Ihider  the  Privacy  Rule,  and 
consistent  with  lllPAA,  an  individual's 
jirivacy  interests  and  rights  with  resjiect 
to  the  u.se  ami  disclosure  of  protected 
health  information  are  protected 
imiformlv  without  regard  to  the  type  of 
health  plan  that  holds  the  information. 
Thus,  under  the  Privacy  Rule, 
individuals  can  e.xpect  and  benefit  from 
privacy  jirotections  that  do  not  diminish 
hasiid  on  the  tvpe  of  health  jilan  from 
which  they  obtain  health  coverage.  In 
developing  the  propo.sed  rule,  the 
Department  believed  that  individuals’ 
interests  in  uniform  protection  under 
the  I’rivacy  Rule  against  the  use  or 
di.sclosure  of  their  genetic  information 
for  underwriting  purposes  would 
outweigh  any  adverse  impact  on  health 
plans  that  are  not  covered  hv  (dNA, 
j)articidarlv  since  it  was  not  ex])ec:ted 


I’rivacy  Rule  use  or  di.sclo.se  protected 
health  information  that  is  genetic 
information  for  umhawriting  (or  even 
perform  underwriting  generally,  in  the 
ca.se  of  .some  of  the  public  benefit 
plans).  For  these  reasons,  the 
Department  inoposed  to  ajiply  the 
prohibition  on  using  or  disclosing 
protected  health  information  that  is 
genetic  information  for  underwriting 
purposes  to  all  health  plans  that  are 
IllPAA  covered  (mtities. 

()vervi(;w  of  Public  Comments 

The  D(!partment  niceived  comments 
both  in  suj)port  of  and  against  the 
propo.sed  application  of  the  prohibition 
on  using  or  ilisclosing  genetic 
information  for  underwriting  purposes 
to  all  health  j)lans  covered  hv  the 
Privacy  Rule.  Several  commenters 
agreed  that  the  extension  of  the 
proposed  nujuirements  to  all  h(!alth 
plans  is  an  aj)j)ropriate  exerci.se  of  the 
•Secretary's  discnUion  under  HIPAA  and 
is  necessary  to  j)rotect  the  privacy 
interests  of  all  individuals  without 
regard  to  the  tyj)e  of  health  plan  holding 
individuals'  health  information,  and 
stated  that  such  an  extension  would 
further  encourage  individuals  to  take 
advantage  of  genetic  .services.  In 
addition,  one  commenter  in  suj)j)ort  of 
the  j)roposal  indicated  that  sixteen 


.States  also  regulati;  the  use  of  gtuujtic 
information  in  disability  insurance,  and 
ten  .States  regulate  its  use  in  long-term 
care  insurance,  and  it  is  expec.tcul  that 
these  numbers  will  continue  to  increase. 
The  commenter  stated  that  as  .Stat(!s 
move;  forward  in  this  area  it  was 
appropriate  for  the  Federal  govta  nment 
to  do  .so  as  well.  How(!ver.  this  and  one 
other  commenter.  while  generally  in 
support  of  extending  the  prohibition  on 
using  or  disclosing  genetic  information 
for  inuha  writing  to  all  health  ])lans.  also 
recommended  that  the  Department 
monitor  the  impac:t  of  sucli  a 
prohibition  on  long-term  care  insurers. 

A  few  commenters  did  not  sujiport 
the  De|iartment’.s  proposal  and  argued 
that  the  ])rohibition  against  using  or 
disclosing  genetic  information  for 
underwriting  pur])ose.s  in  the  Privacy 
Rule  shoidd  apply  only  to  those  jilans 
to  which  GINA  exjiressly  ajiplies. 
Commenters  argued  that  a])plying  the 
prohibition  beyond  the  health  jilans 
identified  in  GINA  was  contrary  to 
GINA  and  its  intent. 

Certain  commenters  expres.sed 
jiarticular  disagreement  and  concern 
with  ajiplving  the  prohibition  on  the  use 
of  genetic  information  for  underwriting 
to  long-term  care  insurers.  One 
commenter  argued  that  there  was  clear 
(kmgressional  intent  in  the  legislative 
history  of  GINA  to  exempt  “excepted 
benefits,"  particularly  long-term  care 
insurance,  from  anv  prohibitions  under 
GINA  and  thus,  the  Privacy  Rule  should 
not  ajiply  the  jirohibition  on 
underwriting  with  genetic  information 
to  issuers  of  long  term  care  |)olicies.  The 
commenter  also  argued  that  the  GINA 
prohibition  shouhl  not  apply  to  long¬ 
term  care  insurers  because  long-term 
care  plans  have  different  characteristics 
from  other  health  plans  and  applying 
the  GINA  prohibition  to  long-term  care 
insurers  would  jeopardize  tin;  ability  of 
long-term  care  insurers  to  adecpiately 
underwrite  and  thus,  the  viability  of  the 
long-t(!rm  can;  insurance  market.  The 
commenter  ex])lained  that  this  would  lx; 
due  to  the  fact  that  when  underwriting, 
long  term  care  insurers  look  to 
d(;termine  an  individual’s  jjrobability  of 
n(;eding  long-term  care  in  the  futun;  and 
diagnosis  of  a  j)articular  condition  is  not 
the  only  way  tliis  may  be  d(;termined 
and  in  some  ca.ses  may  not  even  be 
r(;levant  to  such  a  determination.  The 
De|)artment  also  h(;ard  similar  concerns 
about  the  p()t(;ntial  n(;gativ(;  im])act  of 
an  underwriting  prohibition  on  the 
economic  viability  of  the  long-term 
market,  from  certain  members  of 
(k)ngres.s  who  wrote  to  the  .Secretary  on 
this  issue,  as  well  as  from  certain 
outside  parties  during  fact  finding 
meetings  held  by  the  Department. 


Final  Rule 

The  final  rule  adoj)ts  the  ajjproach  of 
the  propo.sed  rule  to  ap])ly  the 
])rohibition  on  using  or  di.sclosing 
protected  health  information  that  is 
genetic  information  for  underwriting 
])ur])o.se.s  to  ail  h(;alth  i)lans  that  are 
cover(;d  entities  under  the  1 IIPAA 
Privacy  Rule,  including  those  to  which 
GINA  does  not  ex])re.s.slv  api)ly.  exce])t 
with  regard  to  i.ssuers  of  long  term  care 
polic  ies.  \Vc;  continue  to  disagree  with 
the  commenters  that  stated  such  an 
extension  would  conllict  with  GINA 
and  is  outside  the  scope  of  our 
authority.  As  (;xplain(;d  more  fully  in 
the  ])ropos(;d  rule,  the  D(;partment  has 
broad  authority  under  1  IIPAA  to 
rc;gulate  a  health  plan’s  usc;s  and 
disclosures  of  protected  h(;alth 
information,  including  gen(;tic 
information,  to  protect  an  individual’s 
privacy  interests.  See  74  FR  .‘51(i‘)8, 
.'■il()‘)9-.'517()().  It  does  not  follow  that  by 
(;xempting  “excepted  b(;nefits’’  from  the 
prohibitions  und(;r  GINA  that  Gongress 
int(;nded  to  restrict  the  Department’s 
broad  authority  under  HIPAA.  Further, 
th(;re  is  no  conflict  with  GINA  in 
(;xtending  the  same  privacy  pr()t(;ction.s 
outlined  in  GINA  to  those  h(;alth  plans 
that  are  not  cov(;red  bv  GINA  but  are 
otherwi.se  cover(;d  by  the  HIPAA 
Privacy  Rule.  GINA  and  .section  2()4  of 
HIPAA  are  not  irreconcilably 
inconsi.stent  but  rather  oj)erate 
concurrently  without  c;onilict.  Lastly, 
GINA  did  not  override  HIPAA.  and  did 
not  displace;  the  Department’s  authority 
to  prohibit  uses  and  disclosur(;.s  of 
genetic  information  that  GINA  does  not 
otherwi.se  prohibit.  Th(;refore,  nothing 
in  GINA  explicitly  or  implicitly  curtails 
the  broad  authority  of  the  .Sc;cr(;tarv  to 
promulgate  i)rivacy  standards  for  any 
and  all  health  plans  that  arc;  govc;rned 
by  the  HIPAA  Administrative 
.Simplification  provisions. 

We  also  continue  to  believe  that 
individuals  have  a  strong  jirivacy 
interest  in  not  having  their  genetic 
information  u.sed  in  an  adver.se  manner 
for  underwriting  jnirjioses  and  to 
believe  that  this  privacy  interest 
outw(;igh.s  any  adverse  imjiact  on  most 
health  jilans  covered  by  the  Privacy 
Rule.  VVith  resjiect  to  most  health  jilans 
not  subject  to  (dNA,  tin;  jiublic 
comment  did  not  indicate  that  a 
Jirohibition  on  using  genetic 
information  for  underwriting  would 
have  significant  adverse  imjiacts  on  the 
viability  ofthe.se  jilans.  Nor  did  the 
jinblic  comment  generally  jirovide 
information  showing  that  these  health 
Jilans  actually  u.se  or  disclose  jirotected 
liealth  information  that  is  genetic 
information  for  underwriting,  or  plan  to 


that  all  of  the  health  jilans  subject  to  the 
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do  so  in  the  futun;  (or  even  perform 
underwriting  generally,  in  the  case  of 
some  of  the  public  benefit  plans). 

However,  as  indicated  above,  the 
Dcipartment  did  bear  from  a  nnmber  of 
.sources  about  the  potential  adver.se 
impact  a  prohibition  on  using  genetic 
information  for  underwriting  would 
have  on  the  ability  of  a  long-term  care 
insurer  to  effectively  underwrite  and 
thus,  on  the  viability  of  the  long-term 
care  insurance  market  generally.  The 
Dcipartment  recognizes  the  im])ortance 
of  long-term  care  insurance  cov(;rage 
and  the  iieiul  to  ensure  its  continued 
availability.  The  D(!partment  also 
acknowledges  that,  at  this  time,  it  does 
not  have  the  information  necessary  to 
more  preci.sely  and  carefully  measure 
the  extent  of  such  an  impact  on  the 
long-term  market  in  order  to 
aj)propriatelv  balance  an  individual’s 
privacy  interests  with  such  an  impact, 
'rims,  this  final  rule  excludes  long-term 
care  plans  from  the  underwriting 
prohibition. 

While  we  ex(;m])t  long-t(!rm  care 
plans  from  the  underwriting  |)robibition 
in  this  final  rule,  we  continue  to  believe 
an  individual  has  a  strong  privacv 
interest  in  the  way  bis  or  her  genetic 
information  is  used  for  the  underwriting 
of  long-term  care  insurance.  At  the 
current  time,  however,  we  do  not  have 
sufficient  information  to  determine  the 
proper  balance  between  the  individual's 
privacy  interests  and  the  industry’s 
concerns  about  the  cost  effects  of 
excluding  genetic  information.  For  that 
rea.son,  we  are  looking  into  ways  to 
obtain  further  information  on  this  issue, 
such  as  through  a  study  by  the  National 
Association  of  Insurance  Commissioners 
(NAIC)  on  the  tension  between  the  u.se 
of  genetic  information  for  underwriting 
and  the  associated  jirivacy  concerns  in 
the  context  of  their  model  long-term 
care  rules.  Based  on  the  information  the 
D(!partment  may  obtain,  the  Dejiartment 
will  reassess  bow  b(!.st  to  move  forward 
in  this  area  in  the  future. 

Long-term  care  ])lan.s,  while  not 
subject  to  the  underwriting  ])robibition, 
continue  to  be  bound  by  the  Privacy 
Rule,  as  are  all  other  covered  health 
plans,  to  protect  genetic  information 
from  imj)roper  uses  and  disclosures, 
and  to  only  u.se  or  disclo.se  genetic 
information  as  recpiired  or  ex])re.s.sly 
permitted  by  the  Rule,  or  as  otberwi.se 
authorized  by  the  individual  who  is  the 
subject  of  the  genetic  information. 

2.  Section  KiO.lOl — Statutory  Basis  and 
Pnrpo.se 

We  have  revi.sed  ^  180.1 01,  wbicdi 
describes  the  .statutory  basis  of  the 
HIPAA  Rules,  to  include  a  reference  to 
.section  1180  of  the  Social  Securitv  Act, 


as  added  bv  .section  10.5  of  GINA  (Pub. 

L.  110-233). 

3.  .Section  lOO.lO.'l — Dijfinitions 

'I'be  final  ride  modifies  I?  100.103  of 
the  l^rivacy  Ride  to;  (1)  Revise  the 
definition  of  "bealtb  information”  to 
make  clear  that  the  term  includes 
“genetic  information;”  (2)  add 
definitions  for  the  (BNA-related  terms  of 
“family  member,”  “genetic 
information.”  “genetic  .services,” 

“genetic  test,”  and  “manifestation  or 
manife.sted;”  and  (3)  make  technical 
corrections  to  the  definition  of  “bealtb 
]dan.”  With  resjiect  to  the  (JlNA-related 
terms,  the  final  rule  adojits  definitions 
that  are  generally  consistent  with  the 
definitions  of  such  terms  promulgated 
in  the  imjilementing  regulations  for 
.sections  101-103  of  GINA.  This  will 
facilitate  comjiliance  for  tbo.se  bealtb 
plans  subject  to  both  the  privacy  as  well 
as  the  nondiscrimination  provisions  of 
GINA. 

a.  Definition  of  “Health  information” 
Proposed  Rule 

Prior  to  enactment  of  (BNA.  the 
Department  i.ssned  guidance  that  genetic 
information  is  bealtb  information 
protected  by  the  Privacy  Rule  to  the 
extent  that  siicb  information  is 
individually  identifiable  and  held  bv  a 
covered  entity  (subject  to  the  general 
exclusions  from  the  definition  of 
“jirotected  health  information”). 

.Section  105  of  GINA  reipiires  the 
Secretary  to  revise  the  Privacy  Ride  to 
make  clear  that  genetic  information  is 
bealtb  information  under  the  Rule. 

Thus,  the  Department  proposed  to 
modify  the  definition  of  “health 
information”  at  §100.103  to  explicitly 
jirovide  that  siicb  term  includes  genetic 
information. 

Overview  of  Public  Gomments 

The  Dejiartment  received  a  few 
comments  exjiressing  sjiecific  supjiort 
for  and  one  comment  against  the 
jirojinsed  inclusion  of  the  term  “genetic 
information”  in  the  definition  of  “bealtb 
information.”  The  commenters 
snjijiorting  the  revision  to  the  definition 
of  “bealtb  information”  indicated  that 
such  an  inclusion  was  neces.sary  to 
clarify  that  genetic  information  is  bealtb 


to  l)c!  |)n)to(:t(!(l  it  must  nu;(!t  tlu;  (lolinition  ol 
protocUui  hoiillh  inlonuatiou:  it  imist  Ik; 
individually  idimlit'iabln  and  inaintaiiuul  l>vn 
covornd  Imaltli  can;  providcir.  luinlth  plan,  or  luialth 
t:ari!  cliiaringhousi!.  .Son  also  4. 'j  (IFK  l(i(l.ll)3. 


information.  The  commenter  against  the 
jirojiosed  inclusion  to  the  definition 
argued  that  altbougb  GINA  directs  the 
Dejiartment  to  treat  genetic  information 
as  bealtb  information,  the  language  of 
GINA  does  not  reijnire  a  change  to  the 
definition  of  “bealtb  information,”  and 
this  change  would  create  costs  for 
bealtb  jdans,  which  would  have  to 
ujidate  all  their  jiolicies  and  jirocedures 
to  reflect  the  change. 

Final  Ride 

'Flu;  final  rule  adojits  the  jirojio.sed 
modification  to  the  definition  of  “bealtb 
information”  at  §  100.103.  'Fins 
modification  to  the  definition  is  a 
nece.ssarv  clarification  to  the  Privacy 
Ride  ba.sed  on  the  .statutory  language. 
Given  that  revising  the  definition  of 
“bealtb  information”  to  include  genetic 
information  does  not  snbstantivelv 
change  the  scojie  of  the  Privacy  Rule,  it 
is  unclear  why  siicb  a  i:bange  alone 
would  reijuire  revisions  to  a  health 
jilan’s  Jiolicies  and  jirocedures.  Health 
jilans  that  jierform  underwriting  will 
otherwise  need  to  revise  their  jiolicies 
and  Jirocedures  as  necessary  to  comjily 
with  this  final  rule,  as  well  as  the 
modifications  to  the  HIPAA  Rules 
reijuired  by  the  Health  Information 
Tecbnologv  for  Economic  and  Glinical 
Health  (HFFE(31)  Act.  'Fbiis,  to  the 
extent  the  concern  about  this 
modification  stems  from  the  fact  that  a 
bealtb  jilan’s  jiolicies  and  jirocedures 
(juote  the  jirior  regulatory  definition  of 
“bealtb  information,”  the  bealtb  jilan 
can  revise  the  definition  at  the  time  it 
is  otberwi.se  ujidating  its  jiolicies  and 
Jirocedures  to  comjily  with  these  rules. 

li.  Definition  of  “Genetic  Information” 
Projio.sed  Rule 

The  term  “genetic  information”  is 
defined  in  GINA  and  establishes  what 
information  is  jirotected  by  the  statute. 
.Section  105  of  (BNA  jirovides  that  the 
term  “genetic  information”  in  .section 
105  shall  have  the  same  meaning  given 
the  term  in  section  2791  of  the  PHSA 
(42  IJ.S.G.  300gg-91).  as  amended  by 
.section  102  of  GINA.  Section  102(a)(4) 
of  GINA  defines  "genetic  information” 
to  mean,  with  resjiect  to  any  individual, 
information  about:  (1)  .Such  individual’s 
genetic  tests;  (2)  the  genetic  tests  of 
family  members  of  such  individual:  and 
(3)  the  manife.station  of  a  di.sease  or 
disorder  in  family  members  of  such 
individual  (i.e..  family  medical  history). 
GINA  also  Jirovides  that  the  term 
“genetic  information”  includes,  with 
resjiect  to  any  individual,  any  recjuest 
for,  or  receijit  of,  genetic  services,  or 
jiarticijiation  in  clinical  research  which 
includes  genetic  .services,  by  such 


.S(M!.  l•’|■(!(|U(!ntly  A.sktnl  Qinislion  nuinlinr 

:i.')4.  <iv<iiliii)lo  at  hltj)://\\  inv.hlis.i‘()v/()rr/priv(icy/ 
liilxKi/IfKj/pititccIcil  luxilllt  inl()rni(ilion/354.IUml. 
which  stains:  Qiinslion:  Dims  Ihn  llll’A.A  I’rivacv 
Knin  protect  gnnniic  intonnation?  Answer:  Yns. 
}>nn(ttic  intonnation  is  health  intonnation  |)rotect(ul 
hv  the  Privacy  Knie.  hike  other  health  intonnation. 
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individual  or  family  member  of  sueh 
individual.  GINA  exj)ressly  provides 
lliat  the  term  “genetic  information" 

.shall  not  include  information  about  the 
.sex  or  age  of  any  individual.  This  basic 
definition  of  “genetic  information”  in 
section  1()2(a)(4)  of  (ilNA  (and  that  is  to 
aj)j)ly  for  purposes  of  section  105)  is 
ai.so  ex})anded  by  section  102(a)(3). 
which  provides  that  any  reference  to 
g(!netic  information  concerning  an 
individual  or  family  member  in  the 
FHSA  shall  include:  with  respect  to  an 
individual  or  family  memher  of  an 
individual  who  is  a  pregnant  woman, 
the  genetic  information  of  any  fetus 
carried  by  such  pregnant  woman;  and 
with  resp(!ct  to  an  individual  or  family 
member  utilizing  an  assi.sted 
rejjroductive  technology,  the  genetic 
information  of  any  embryo  legally  held 
by  the  individual  or  family  memlxir. 

The  Dei)artment  ])ropo.sed  to  include 
this  statutory  definition  of  “genetic 
information”  in  ??  Kit). 103. 

Overview  of  Public  Gomments 

Most  commenters  did  not  address  tin; 
])ropos(!d  definition  of  “genetic 
information”  in  thcnr  comments  on  the 
propo.sed  rule.  However,  one 
commenter  .stated  that  it  was  unclear 
what  information  may  fall  within  the 
.scope  of  the  term  “genetic  iidbrmation” 
and  whether  such  term  may  be 
constnuHl  to  include  traditional  medical 
information  or  medical  tests  used  in 
underwriting  today. 

Final  Rule 

The  final  rule  adopts  without 
modification  the  definition  of  “genetic 
information"  jn'opo.sed  in  the  NPRM. 
This  definition  is  consistent  with  tlii! 
definition  found  in  the  im})lementing 
regulations  for  .sections  101-103  of 
(ilNA  and  with  which  complianc(!  is 
already  nsquired  by  most  health  plans. 
The  t(;rm  “genetic  information” 
includes  information  about  the  genetic 
te.sts  of  the  individual  or  of  the 
individual’s  family  members  and  about 
diseases  or  disorders  manifested  in  an 
individual's  family  members  (i.e., 
family  health  history).  Thus, 
information  about  manifested  diseases, 
disorders,  or  conditions  of  the 
individual  or  medical  te.sts  that  do  uol 
meet  the  rule’s  definition  of  “genetic 
test.”  such  as  HIV  te.sts,  comj)let(!  blood 
counts,  cholesterol  or  liver  function 
te.sts,  or  te.sts  to  detect  for  the  presence 
of  alcohol  or  drugs,  are  not  genetic 
information,  and  such  information  may 
b(!  used  or  disclo.sed  for  underwriting 
jnirpo.ses.  (Conversely,  family  health 
histories  and  information  about  genetic 
te.sts,  such  as  te.sts  to  determine  whether 
an  individual  or  family  member  has  a 


gene  variant  associatcul  with  hreast 
cancer,  are  genetic  information,  and 
such  information  may  not  lx;  used  or 
di.sclo.sed  for  underwriting  j)uriK).se.s. 

The  definitions  of  “manifestation  c)r 
manife.st(;d”  and  “genetic  test”  are 
discussed  nion;  fully  below. 

c.  Definition  of  “Genetic  Test” 

Proj)o.sed  Rule 

As  exi)lained  above,  (CINA  ])rovide.s 
that  the  term  “genetic  information” 
includes  information  about  an 
individual’s  genetic  tests  or  the  genetic 
tests  of  family  members  of  the 
individual.  Section  105  of  (CINA 
])rovide.s  that  the  term  “genetic  test” 
shall  have  the  same  meaning  as  the  term 
has  in  section  2791  of  the  PHSA  (42 
II.S.G.  3()()gg-91),  as  amended  by 
section  102  of  CCINA.  Section  102(a)(4) 
of  GINA  amends  section  2791(d)  of  the 
PH.SA  to  define  “genetic  test”  to  mean 
“an  analysis  of  human  DNA,  RNA, 
chromosomes,  ])rotein.s,  or  metabolites, 
that  detects  genotypes,  mutations,  or 
chromosomal  changes.”  (CINA  further 
clarifies  that  the  term  “genetic  t(;.st” 
does  not  include  an  analysis  of  proteins 
or  metabolites  that  dcM;.s  not  detect 
genoty])es.  mutations,  or  chromosomal 
changes,  nor  does  it  include  an  analysis 
of  jiroteins  or  metabolites  that  is  dir(;c;tly 
related  to  a  manifested  di.sease, 
disorder,  or  pathological  condition  that 
could  reasonably  he  detected  by  a  health 
care  prof(;.s.sional  with  appropriate 
training  and  exp(;rtise  in  tin;  field  of 
medicine  involved. 

Gonsistent  with  the  .statutory 
definitiou,  the  De|)artni(;nt  propo.sed  to 
define  “genetic  te.st”  at  §  1()0.1()3  as  an 
analysis  of  human  DNA,  RNA, 
chromosomes,  proteins,  or  metabolites, 
if  the  analysis  detects  genotypes, 
mutations,  or  chromosomal  changes, 
and  to  ])rovide  in  the  definition  that 
“genetic  te.st”  does  not  include  an 
analysis  of  proteins  or  metabolites  that 
is  directly  related  to  a  manifested 
disease,  disorder,  or  ])athological 
condition.  While  the  statute  refers  to  a 
“mauif(;.sted”  di.sease  as  one  that  could 
reasonably  he  detected  by  a  health  care 
profe.ssional  with  appro])riate  training 
and  exjierti.se  in  the  field  of  m(;dicine 
involved,  the  statute  does  not  define 
“manife.sted.”  Gon.sequently,  for  clarity, 
the  D(;])artment  propo.sed  a  definition  of 
“manifest(;d,”  as  descrih(;d  behnv. 

Overview  of  Public  (x)mments 

The  Dejiartment  received  one 
comment  retpie.sting  that  the 
Department  include  examples  within 
the  regulatory  text  of  the  definition  and 
another  comment  stated  that  it  is  not 


clear  what  constitutes  a  genetic  te.st 
under  the  definitiou. 

Final  Rule 

The  final  rule  adopts  without 
modification  the  definition  of  “genetic 
test”  as  pro])osed  in  the  NPRM.  This 
definitiou  is  consistent  with  the 
definition  found  in  the  implementing 
regulations  for  .sections  101-103  of 
(ilNA  and  with  which  conij)liance  is 
already  reciuired  by  most  health  ])lan.s. 
Under  this  definition,  a  te.st  to 
determine  whether  an  individual  has  a 
gene  variant  associated  with  brea.st 
cancer  (such  as  the  BRCIAI  or  13R(;A2 
variant)  is  a  genetic  te.st.  Similarly,  a  te.st 
to  determine  whether  an  individual  has 
a  genetic  variant  associated  with 
hereditary  nonpolyposis  colorectal 
cancer  is  a  genetif:  test.  Such  te.sts  are 
genetic  in  nature  because  they  detect 
genotypes,  mutations,  or  chromosomal 
changes.  In  contrast,  medical  tests  that 
do  not  detect  genotypes,  mutations,  or 
chromo.somal  changes,  an;  not  genetic 
te.sts.  For  example,  HIV  te.sts,  comi)lete 
blood  counts,  cholesterol  te.sts,  liver 
function  te.sts.  or  te.sts  for  the  j)re.sence 
of  alcohol  or  drugs  are  not  genetic  te.sts. 
(x)nsistent  with  the  approach  taken 
g(;nerally  with  the  HIPAA  Privacy  Rule, 
the  Department  d(;cline.s  to  include 
the.se  exam])le.s  in  the;  regulatory  text. 

The  De))artment  intends  to  issue  future; 
guidance  on  its  weh  site  about  this 
issue. 

d.  D(;finition  oi  “(Jenetic  Services” 
Propo.sed  Rule 

CjINA  provides  that  the  term  “geu(;tic 
information”  includes,  with  respect  to 
any  individual,  any  reepie.st  for,  or 
receipt  of.  genetic  .services,  or 
participation  in  clinical  research  which 
includes  genetic  services,  by  such 
individual  or  any  family  memb(;r  of 
such  individual.  Section  1()2(a)(4)  of 
GINA  defines  “genetic  services”  to 
mean:  (1)  A  genetic  te.st;  (2)  genetic 
counseling  (including  obtaining, 
inter])reting,  or  a.ssessing  genetic 
information);  or  (3)  genetic  education. 
Thus,  the  fact  that  an  individual  or  a 
family  member  of  the  individual 
r(;(piest(;d  or  receiv(;d  a  genetic  test, 
counseling,  or  education  is  information 
protected  under  (dNA.  (ienetic 
counseling  and  education  are  means  by 
which  individuals  can  obtain 
information  and  .siqiport  about  potential 
risks  for  genetic  di.seases  and  disorders. 
The  Department  projiosed  to  add  the 
statutory  definition  of  “genetic  services” 
to  tin;  Privacy  Rule. 

Overview  of  Public  Gomments 

The  De})artment  received  one 
comment  requesting  that  the 
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D(!])<irfinent  add  language  to  the 
definition  to  make  clear  that  the  genetic 
tests,  genetic  counseling,  or  genetic 
(ulncation  of  a  fainilv  ineinher  of  an 
individual  are  s])ecifically  covered  hy 
the  t(!nn. 

Final  Rule 

'i’he  final  rule  adopts  without 
inodific:ation  the  definition  of  “genetic 
services”  pro])osed  in  the  NORM.  This 
definition  is  consistent  with  the 
definition  found  in  the  imjjlenienting 
regulations  for  .setdions  101-103  of 
GINA  and  with  which  coin])liance  is 
already  recjnired  hy  most  health  plans. 
The  Department  does  not  believe  it 
necessary  to  add  the  term  “family 
memher"  to  the  definition  of  “genetic 
.services”  because  the  definition  of 
“genetic  information”  makes  clear  that 
information  about  any  ixHjuest  for,  or 
recei|)t  of.  genetic  .services  hy  a  family 
memher  of  an  individual  is  protected 
information. 

e.  D(!finition  of  “Family  Memher” 
Fropo.sed  Rule 

The  term  “family  memher”  is  u.sed  in 
the  definition  of  “genetic  information” 
in  GINA  to  indicate  that  an  individual's 
genetic  information  also  includes 
information  about  the  genetic  tests  of 
the  individual’s  family  members,  as 
well  as  fainilv  medical  historv.  Section 
105  of  GINA  states  that  the  term  “fainilv 
memher”  shall  have  the  meaning  given 
such  term  in  section  2701  of  the  FHSA 
(42  IJ.S.tk  3()0gg-011,  as  amended  hy 
GINA  .section  102(al(4l,  which  defines 
“family  memher”  to  mean,  with  resjiect 
to  any  individual:  (Ij  A  dependent  (as 
.sni:h  term  is  n.sed  for  purpo.ses  of 
.section  2701(0(2}  of  the  FHSA,  42 
IJ.S.G.  300gg(fl(2j)  of  .such  individual;  or 
(2}  any  other  individual  who  is  a  fir.st- 
degree,  second-degree,  third-degree,  or 
fourth-degree  relative  of  such  individual 
or  of  a  dependent  of  the  individual. 
Section  2701(0(2}  of  the  FHSA  uses  the 
term  “dependent”  to  mean  an 
individual  who  is  or  may  become 
eligible  for  coverage  under  the  terms  of 
a  group  health  plan  because  of  a 
relationship  to  the  plan  jiarticijiant. 

The  Department  proposed  to 
incorporate  GlNA’s  definition  of  “family 
memher”  into  the  Frivacy  Rule.  The 
propo.sed  rule  also  clarified  within  the 
definition  that  relatives  hy  affinity  (such 
as  by  marriage  or  adojition)  are  to  he 
treated  the  same  as  relatives  hy 
consanguinity  (that  is,  relatives  who 
.share  a  common  biological  ance.stor} 
and  that,  in  determining  the  degree  of 
relationship,  relatives  by  le.ss  than  full 
consanguinity  (such  as  half-siblings, 
who  share  only  one  parent}  are  treated 


the  same  as  relatives  hv  full 
consanguinity  (such  as  siblings  who 
share  both  ])arent.s}.  The  NFRM 
exjilained  that  this  broad  interpretation 
of  “family  memher”  was  consistent  with 
GINA’s  legislative  historv.  which 
suggests  tliat  the  term  “family  memher” 
is  to  he  broadly  construed  to  jirovide  the 
maximnm  protection  against 
discrimination.'"  In  addition,  the 
Department  proj)o.sed  to  include  in  the 
definition  of  “family  memher”  non- 
exhaustive  li.sts  of  persons  who  are 
first-,  .second-,  third-,  or  fourth-degree 
relatives.  Finally,  within  the  definition 
of  “family  memher,”  the  Department 
proposed  to  refer  to  the  definition  of 
“de])endent”  contained  in  the 
implementing  regulations  at  45  GFR 
144.103  rather  to  the  FHSA  directly. 

Overview  of  Fuhlic  Gomments 

One  commenter  exjiressed  support  for 
including  relatives  hy  affinity  and  hy 
less  than  full  consanguinity,  agreeing 
that  this  interpretation  is  consistent 
with  Gongressional  intent  and  jirovides 
the  mo.st  j)rivacy  protection  for 
individuals.  This  commenter  also  was 
snp])ortive  of  including  non-exhaustive 
li.sts  of  persons  who  are  first-, 
second-,  third-,  and  fourth-degree 
relatives  to  add  clarity  to  the  definition. 

Final  Rule 

As  we  received  only  support  with 
regard  to  the  definition  of  “family 
memher,”  the  final  rule  adopts  without 
modification  the  definition  of  “family 
memher”  propo.sed  in  the  NFRM.  This 
definition  also  is  consistent  with  the 
definition  found  in  the  imjilementing 
regulations  for  sections  101-103  of 
GINA  and  with  which  compliance  is 
already  required  hy  most  health  plans. 

f.  Definition  of  “Manife.station  or 
Manifested” 

Fropo.sed  Rule 

Although  not  .sejiarately  defined  by 
GINA,  the  terms  “manife.station”  or 
“manife.sted”  are  used  in  GINA  in  three 
important  contexts.  First,  GINA  uses  the 
term  “manifestation”  to  incorj)orate 
“family  medical  history”  into  the 
definition  of  “genetic  information”  by 
stating  that  “genetic  information” 
includes,  with  respect  to  an  individual, 
the  manifestation  of  a  disea.se  or 
disorder  in  family  members  of  such 
indiyidnal.  Second.  GINA  n.ses  the  term 
“manife.sted”  to  exclude  from  the 
definition  of  “genetic  te.st”  those  tests 
that  analyze  a  idiysical  malady  rather 
than  genetic  makeiij)  by  excluding  from 
the  definition  analyses  of  proteins  or 
metabolites  that  are  directly  related  to  a 


tlousi!  Roporl  1  l(l-2«.  Pari  2  al  27. 


manifested  di.sease,  disorder,  or 
pathological  condition.  Third,  GINA 
uses  the  term  “manife.station”  to  clarify 
that  nothing  in  Title  I  of  GINA  should 
he  construed  to  limit  the  ability  of  a 
health  j)lan  to  adjust  premiums  or 
contribution  amoimts  for  a  group  health 
])lan  based  on  the  manife.station  of  a 
di.sease  or  di.sorder  of  an  indiyidnal 
enrolled  in  the  j)lan.'"  Howeyer,  (ilNA 
proyides  that,  in  .such  case,  the 
manife.station  of  a  disea.se  or  disorder  in 
one  individual  cannot  also  he  u.sed  as 
genetic  information  about  other  grouj) 
members  ami  to  further  increa.se  the 
premium  for  the  plan.  Similarly,  for  the 
indiyidnal  health  insurance  market, 
GINA  clarifies  that  it  does  not  prohibit 
a  health  plan  from  e.stahlishing  rules  for 
eligibility  for  an  individual  to  enroll  in 
coverage  or  from  adjusting  jireminm  or 
contribution  amounts  for  an  individual 
based  on  the  manifestation  of  a  di.sea.se 
or  di.sorder  in  that  individual  or  in  a 
family  member  of  such  individual 
where  such  family  memher  is  covereil 
under  the  individual’s  j)olicy.  However, 
under  GINA,  the  manife.station  of  a 
di.sease  or  di.sorder  in  one  individual 
cannot  akso  be  used  as  genetic 
information  about  other  individuals  and 
to  further  increase  jiremiums  or 
contribution  amounts. 

Given  the  importance  of  the  term 
“manifested”  or  “manife.station.”  the 
Dejiartment  jn'0])osed  to  define  the  term. 
Although  GINA  does  not  define  the 
term,  it  is  clear  from  the  statutory 
definition  of  “genetic  te.st”  that  a 
manife.sted  di.sea.se  or  di.sorder  is  one 
“that  could  reasonably  he  detected  hy  a 
health  care  professional  with 
apjirojiriate  training  and  exjiertise  in  the 
field  of  medicine  involved.” 
Accordingly,  the  projiosed  rule  defined 
the  term  “manife.station  or  manife.sted” 
to  mean,  with  respect  to  a  di.sease, 
di.sorder.  or  pathological  condition,  that 
an  individual  has  been  or  could 
reasonably  be  diagnosed  with  the 
disea.se.  di.sorder,  or  jiathological 
condition  hv  a  health  care  professional 
with  apjirojniate  training  and  expertise 
in  the  field  of  medicine  involved.  The 
jiropo.sed  definition  also  provided  that  a 
di.sease.  di.sorder.  or  pathological 
condition  is  not  manifested  if  the 
diagnosis  is  ha.sed  principallv  on  genetic 
information.  This  clarification  was 
included  due  to  the  fact  that  variants  of 
genes  associated  with  disea.ses  have 
varying  degrees  of  jjredictive  jiower  for 


\V(!  nolo  llial  llu!  AUbrdaljlo  Caro  Act.  onaclod 
oil  March  2;i.  2(11(1.  includo.s  a  provision  olfoclivo 
lor  plan  years  ho^inniii”  on  or  alter  lainiarv  1. 2014. 
that  prohihils  insurers  Iroin  discriminating  against 
individuals  or  charging  individuals  higher  rates 
based  on  pre-existing  conditions.  .See  Pulilic  l.aw 
111-14H. 


5664 


Federal  Register/ Vol.  78.  No.  17/Friday,  January  25,  201 3 /Rules  and  Regulations 


later  (tev(;lo])ment  of  the  (tisea.se.  In 
.some  cases,  an  individual  may  have  a 
genetic  variant  for  a  (lis(;ase  and  yet 
iMiver  (leveloj)  the  disease.  In  other 
cascis.  the  presence  of  a  genetic  variant 
in(licat(;s  that  the  individual  will 
eventually  develop  the  dis(;a.se.  such  as 
is  the  case  with  Huntington’s  disea.se. 
l]ow(n(;r,  an  individual  may  obtain  a 
|)ositive  test  that  shows  the  genetic 
variant  for  Huntington’s  dis(;a,se  decades 
l)(!fore  any  clinical  symptoms  appear. 
l)nd(!r  the  proj)o.sed  definition,  tlie 
j)resence  of  a  genetic  variant  alone 
would  not  constitute  the  diagnosis  (d  a 
disease  (iven  in  cases  where  it  is  certain 
the  individual  i)os.s{!ssing  the  geiujtic 
variant  will  ev(!ntnally  develoj)  the 
(lis(;ase,  such  as  with  Huntington’s 
disease. 

()v(!rview  of  Pid)lic  Comments 

A  few  commenters  exjjressed  suj)p()rt 
for  adopting  the  proposed  definition  of 
‘‘manif(!station  or  manif(!sted”  because 
it  would  provide  clarity  to  the  rule  and 
the  .scoj)e  of  tin;  underwriting 
|)r()hihiti()n.  One  conunenter  r(!(iueste(l 
that  the  Department  include  the 
examphis  provided  in  the  pnjamhle  to 
th(i  pr()p().s(ul  rule  directly  within  the 
nigulatory  definition.  A  few  commenters 
rai.sed  concerns  about  the  inclusion  in 
the  pr()p()S(!(l  definition  (d  the 
clarification  that  “a  (lis(!ase.  disorder,  or 
pathological  condition  is  not  manifii.sted 
if  the  diagnosis  is  ha.sed  ))rincipally  on 
g(!netic  information.”  It  was  argued  that 
the  projjoswl  defiiution  was  too  narrow 
Ixicau.se,  for  some  diseases,  disorders,  or 
pathological  conditions,  a  gemdic  t(;st  is 
the  primary  imians  of  diagnosing  the 
condition  and  furtluir  that  genetic  t(!sts 
will  more  fnKjuently  he  used  to 
diagnose  di.seases  or  conditions  in  the 
future  given  the  continuing  (wolution  of 
genetics.  It  was  also  argued  that  the 
jjroposed  definition  w(!nt  laivond  GINA 
by  indicating  how  a  manifest (kI  disease 
or  di.sorder  is  diagno.sed. 

Final  Rule 

The  final  rule  a(loj)ts  without 
modification  the  definition  of 
“manihistation  or  manifested”  pro])().sed 
in  the  NFRM.  'I'he  definition  is 
consistent  with  the  defiiution  of 
“manifestation  or  manifested”  found  in 
the  iinjilementing  regulations  for  the 
non-discrimination  provisions  of 
sections  101-103  of  (ilNA  and  with 
which  comjiliance  is  already  re(iuire(l 
for  most  health  jilans.  In  developing  this 
definition,  the  agencies  consulted  with 
technical  experts  at  the  National  Human 
(ienome  Research  Institute  within  the 
National  Institutes  of  Health  (NIH).  In 
addition,  for  the  rea.sons  stated  above 
regarding  the  varying  degrees  of 


jiredictive  power  genes  provide  in  terms 
of  ultimate  (level()|)meut  of  a  disease,  as 
well  as  of  the  fact  that  a  genetic  test  for 
a  (lisea.se  may  precede  clinical  signs  or 
symjitoms  by  years  or  even  decades,  the 
Dejiartment  does  not  believe  that  the 
definition  is  too  narrow  hut  rather  that 
it  is  consistent  with  the  jirovisions  of 
GINA  that  jirotect  genetic  iidormation 
from  being  used  for  health  coverage 
determinations.  l'’inallv,  the  definition 
does  not  preclude  a  health  care  provider 
from  ])erf()rming  one  or  more  genetic 
tests  to  confirm  a  diagnosis  so  long  as 
the  diagnosis  is  not  ha.sed  solely  or 
]jrin(:i])ally  on  the  result  of  the  genetic 
test. 

To  illustrate  the  definition,  we 
provide  the  following  examples,  which 
were  al.so  included  in  the  NFRM: 

•  An  individual  may  have  a  family 
member  that  has  been  diagnosed  with 
Huntington’s  di.sea.se  and  also  have  a 
genetic  test  resnlt  that  indicates  the 
pr(!sence  of  the  Huntington’s  disease 
gene  variant  in  the  individual.  How(;ver, 
when  the  individual  is  examined  by  a 
neurologi.st  (a  ]jhysician  with 
apj)r()])riate  training  and  (ixperti.se  for 
diagnosing  Huntington’s  di.sease) 
h(!cau.s(!  the  individual  has  h(igun  to 
suffiir  from  occasional  moodiness  and 
disorientation  (sym])toms  which  are 
a.ssociated  with  Huntington’s  (iisea.s(i), 
and  the  results  of  the  (ixamination  do 
not  support  a  diagnosis  of  Huntington’s 
disease,  tluiii  Huntington’s  di.sea.se  is  not 
manifii.sted  with  res])(ict  to  the 
individual.  In  contra.st,  if  the  individual 
exhibits  additional  neurological  and 
behavioral  .symptoms,  and  the  results  of 
the  examination  support  a  diagnosis  of 
Huntington’s  (li.s(ia.s(i  by  the  neurologist, 
then  Huntington’s  (li.s(ia.s(i  is  manifii.sted 
with  re.s])(ict  to  the  individual. 

•  An  individual  has  had  .several 
family  members  with  colon  cancer,  one 
of  whom  underwent  g(in(itic  t(i.sting 
which  (let(ict(!(l  a  mutation  in  the  MSH2 
gene  as.sociated  with  heniditarv 
nonpolyposis  colorectal  canc(ir 
(HNI’GG).  On  the  nicommendation  of 
his  |)hy.sician  (a  luialth  care  professional 
with  apj)r()])riat(i  training  and  (ixp(irti.s(i 
in  the  field  of  medicine  involved),  the 
individual  undergoes  a  target(!(l  genetic 
test  to  look  for  the  .s])ecific  mutation 
found  in  the  family  member  of  the 
individual  to  determine  if  tin; 
individual  himself  is  at  increa.s(;(l  ri.sk 
for  cancer.  'I'he  geiuitic  t(;.st  shows  that 
the  individual  al.so  carries  the  mutation 
hut  the  individual’s  colono.scopv 
in(licat(;.s  no  signs  of  disease  and  the 
individual  has  no  symptoms.  Because 
the  individual  has  no  signs  or  .sym])tom.s 
of  colorectal  cancer  that  could  he  used 
by  the  individual’s  physician  to 
(liagno.se  the  cancer,  HNP(Xi  is  not  a 


manifested  (lis(;ase  with  re.s])ect  to  the 
individual.  In  contra.st,  if  the  individual 
un(lergo(;.s  a  colonoscopy  or  other 
medical  t(!st.s  that  indicate  the  pre.s(!nce 
of  HNPGG.  and  the  individual’s 
physician  mak(!.s  a  diagnosis  of  HNPGfi, 
HNPGCi  is  a  manifested  disea.se  with 
re.sp(!ct  to  the  individual. 

•  If  a  health  care  professional  with 
a])pro])riate  exj)erti.se  makes  a  diagnosis 
ha.sed  on  the  symj)tom.s  of  the  ])atient, 
and  uses  genetic  tests  to  confirm  tin; 
diagnosis,  the  di.sea.se  will  ho 
considenul  manifested,  (le.spit(!  the  use 
ofgeiKJtic  information,  h’or  (;xam])le,  if 
a  neurologi.st  a  i)ati(!nt  with 
uncontrolled  movements,  a  lo.ss  of 
intelfijctual  faculties,  and  emotional 
disturbances,  and  the  neurologi.st 
suspects  the  presence  of  Huntington’s 
(li.s(^ase.  the  neurologi.st  may  confirm  the 
diagnosis  with  a  genetic  test.  While 
genetic  information  is  used  as  jiart  of 
the  diagnosis,  the  genetic  information  is 
not  the  sole  or  i)rinci])al  basis  for  the 
diagnosis,  and,  therefore,  the 
Huntington’s  (li.s(;a.se  would  he 
considered  a  manifested  (lis(;a.se  of  the 
patient. 

As  with  the  definition  of  “genetic 
test.”  the  nei)artm(!nt  declimjs  to 
include  these  examjjfiis  in  the  nigulatory 
text  as  this  is  inconsistent  with  the 
aiijiroach  gemirally  taken  in  the  HIPAA 
Privacy  Rule.  The  Department  intends 
to  issue  futuni  guidance  on  its  web  site 
with  respect  to  the  Rule’s  ])rot(!Cti()n.s  for 
genetic  information. 

g.  Definition  of  “Health  Plan” 

Propo.sed  Rule 

The  D(!])artment  propo.sed  to  make 
t(;chnical  corrections  to  u])date  the 
definition  of  “iKialth  j)lan”  by  revising 
and  renumh(!ring  the  definition  to: 
Include  .s])(;cific  reference  to  the 
Voluntary  Prescription  Drug  Benefit 
Program  under  Part  D  of  title  XVIII  of 
the  Social  Security  Act,  42  II.S.G. 
Riy.lw-IOl  through  KIP.Iw-l .12;  ixanove 
the  sjKicific  refenmce  to  the  Givilian 
Ifixdth  and  Medical  Program  of  the 
Uniformed  Services  (GHAMPIJS)  (as 
defined  in  10  U.S.G.  1072(4)),  as  this 
})r()gram  is  now  ])art  of  the  'I’RKiARF 
liealth  care  program  under  title  10  of  the 
United  .States  (k)(l(!,  and  nivise  the 
refenaice  to  the  title  10  luadth  care 
program  accordingly  to  read  more 
generally  “health  care  j)r()gram  for  the 
uniformed  services”  rather  than  “luialth 
care  program  for  active  military 
])(!r.s()nnel”;  and  rellect  that  Part  G,  of 
title  XVIII  of  the  .Social  .Security  Act,  42 
U..S.G.  130.'5w-21  through  130.')W-28,  is 
now  called  the  Medicare  Advantage 
])rogram. 
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Overview  of  Public  O.oiiiments 

The  De])artment  did  not  receive  any 
comments  on  tlie  ])ro])ose(l  technical 
corrections  to  the  definition  of  “health 
plan.” 

Final  Rule 

The  final  rule  incor])orate.s  the 
technical  corrections  to  the  definition. 

4.  Section  104. .501 — Definitions 

The  Department  j)ropose(l  to  modify 
§  104. 501  to  add  a  definition  of 
“underwriting  pnr])oses”  and  to  make 
conforming  changes  to  the  definitions  of 
“])ayment”  and  “health  care 
operations.” 

a.  Definition  of  “Underwriting 
Purposes” 

Propo.sed  Ride 

Section  105  of  GINA  provides  that  the 
term  “underwriting  purposes”  means, 
with  respect  to  a  group  health  jdan, 
health  insurance  coverage,  or  Medicare 
.sn])])lemental  policy:  (A)  Rules  for,  or 
determination  of,  eligibility  (including 
enrollment  and  continued  eligibility) 
for,  or  determination  of,  benefits  under 
the  plan,  coverage,  or  policy:  (B)  the 
comjnhation  of  premium  or 
contribution  amounts  under  the  ])lan, 
coverage,  or  jiolicy:  ((h  the  ajijilication 
of  anv  pre-exi.sting  condition  exclusion 
under  the  jilan,  coverage,  or  policy;  and 
(D)  oth(!r  activities  related  to  the 
creation,  renewal,  or  replacement  of  a 
contract  of  health  insurance  or  health 
benefits. 

The  Department  propo.sed  to  adopt 
GlNA’s  .statutory  definition  of 
“underwriting  pnrpo.ses”  in  §1()4.5()1  of 
the  Privacy  Rule,  hut  also  jirojio.sed  to 
include  certain  clarifications  for 
consistency  with  the  regulations 
promnlgated  to  implement  the 
nondi.scrimination  provisions  in 
sections  101  through  103  of  GINA.  In 
])articnlar,  the  Dejiartment  pro|)osed  to 
include  a  parenthetical  to  explain  that 
the  rules  for,  or  determination  of 
eligibility  for,  or  determination  of, 
benefits  under  the  jilan  include  changes 
in  deductibles  or  other  cost-sharing 
mechanisms  in  return  for  activities  such 
as  comjileting  a  health  risk  assessment 
or  jiarticipating  in  a  wellness  jirogram. 
The  propo.sed  rule  also  included  a 
parenthetical  to  make  clear  that  the 
computation  of  premium  or 
contribution  amounts  under  the  plan, 
coverage,  or  policy  includes  discounts, 
rebates,  payments  in  kind,  or  other 
jiremium  differential  mechanisms  in 
return  for  activities  such  as  coinjileting 
a  health  risk  asse.ssment  or  participating 
in  a  wellness  jirogram.  Finally,  we 
jiropo.sed  a  provision  within  the 


definition  to  c:larify  that  “underwriting 
])ur])oses”  does  not  include 
determinations  of  medical 
ajijiropriatene.ss  where  an  individual 
seeks  a  henid'h  under  the  |)lan,  coverage, 
or  policy. 

Overview  of  Public  (kmnnents 

About  ten  commenters  addres.sed  the 
proposed  diTinition  of  “underwriting 
l)ur|)oses.”  Four  commenters  generally 
supjiorted  the  jnojiosed  definition. 

Other  commenters  expressed  concern 
with  the  definition’s  inclusion  of 
discounts,  rebates,  jiayments  in  kind,  or 
other  preminm  differential  mechanisms 
in  return  for  activities  .such  as 
completing  a  health  ri.sk  as.sessment 
(URA)  or  particijiating  in  a  wellness 
program.  Tliesi;  commenters  were 
concerned  that  prohibiting  the  luse  of 
genetic  information,  jiarticidarly  family 
health  history,  for  such  jmrpo.ses  would 
have  a  detrimental  impact  on  wellness 
and  disease  management  programs.  One 
commenter  was  concerned  that  the 
definition  wonld  jirohihit  dental 
insurance  plans  from  offering 
lireventive  prognostic  features  to 
enrollees  as  part  of  the  plan  that  te.st  for 
su.sceptihilitv  to  dental  decav  and 
periodontal  di.sea.ses.  Enrollees  that  te.st 
positive  would  he  provided  with 
additional  plan  benefits  as  a  supjjlement 
to  the  standard  benefits  to  cover  more 
aggressive  preventive  services.  Finally,  a 
few  commenters  were  concerned  that 
the  broad  definition  of  “underwriting 
purposes”  would  preclude  plans  from 
using  URAs  and  offering  wellness 
programs  even  if  no  genetic  information 
is  reipiested  or  used.  For  exam|)le,  one 
commenter  was  concerned  that  the 
definition  would  prohibit  the  u.se  of 
“personal  habit”  information,  such  as 
information  about  smoking,  or  alcohol 
or  drug  use. 

Final  Rule 

The  final  ride  adojits  the  ])ro})osed 
definition  of  “underwriting  purjioses” 
hut  moves  the  definition  to  within  the 
underwriting  jirohihition  at 

l(i4.5()2(a)(5)(i).  This  makes  clear  that 
the  definition  apjilies  only  for  |nirposes 
of  the  jnohihition  on  a  health  jilan’s  use 
or  di.sclosure  of  genetic  information  for 
underwriting  purposes.  As  di.scus.sed 
more  fully  below  with  respect  to  the 
definition  of  “health  care  operations,” 
we  move  the  definition  of 
“underwriting  pnrpo.ses”  and  retain  the 
term  “underwriting”  within  the 
definition  of  “health  care  operations”  in 
respon.se  to  several  public  comments 
expressing  concern  that  the  proiK).sed 
rule  would  no  longer  allow  health  jilans 
to  use  or  disclose  any  protected  health 


information  (i.e.,  even  non-genetic 
information)  for  underwriting. 

The  ado])ted  definition  is  con.si.stent 
with  the  definition  jironudgated  in  the 
interim  final  regulations  to  implement 
.set:tious  101-103  of  (ilNA  and  with 
which  com|)liance  is  already  reipiired 
by  mo.st  health  jilans.  We  decline  to 
exclude  wellness  jnograms  and  the  use 
of  URAs  from  the  definition  because,  as 
discussed  in  the  interim  final 
regulations  issued  by  DOL.  Treasurv, 
and  HUS,  GINA  Title  I  does  not  include 
an  exception  for  wellness  ])rograms.-" 
However,  we  emphasize  that  health 
plans  may  continue  to  provide 
incentives  for  completing  HRAs  and 
participating  in  wellne.ss  programs  in 
manners  that  do  not  involve  the  use  or 
di.sclosure  of  genetic  information.  For 
example,  “personal  habit”  information 
about  an  individual,  such  as  .smoking 
.status  and  alcohol  and  drug  use.  is  not 
genetic  information  and  thus,  may  he 
used  by  health  jilans  for  underwriting 
])ur})ose.s.  Further.  DOL  has  i.ssued 
guidance  which  makes  clear  that  health 
plans  may  continue  to  collect  family 
health  history  through  the  use  of  HRAs 
that  are  not  tied  to  anv  reward.-' 

In  addition,  the  definition  of 
“underwriting  pnrpo.ses”  includes  an 
exception  for  determinations  of  medical 
a])propriateness  where  an  individual 
seeks  a  benefit  under  the  plan,  coverage, 
or  jiolicy.  Thus,  to  the  extent  that  an 
individual  is  .seeking  a  particular  benefit 
under  the  plan  and  the  health  plan 
needs  genetic  information  to  determine 
the  medical  a])propriatene.ss  of 
providing  the  benefit  to  the  individual, 
the  jilan  may  use  or  di.sclose  the 
minimum  nece.ssarv  genetic  information 
to  determine  the  medical 
approjiriateness  of  providing  the 
benefit.  For  examjile,  if  a  health  jilan 
covers  yearly  mammograms  for 
individuals  under  age  40  only  in  cases 
where  the  individual  can  demonstrate 
she  is  at  increased  risk  for  breast  cancer, 
the  plan  can  ask  an  individual  under 
age  40  to  jirovide  the  results  of  a  genetic 
test  or  family  health  history  and  u.se 
such  information  to  determine  medical 
appropriateness  prior  to  paying  a  claim 
for  the  mammogram.  The  medical 
a])])ropriatene.ss  excejition  would  akso 
cover  .situations  where  a  dental  plan 
re(|uire.s  the  results  of  a  genetic  test 
prior  to  offering  a  supplemental  benefit 
for  more  aggressive  jireventive  services 
to  the  extent  the  individual  .seeks  such 
a  benefit.  For  example,  a  dental  jilan 
may  provide  information  to  all  of  its 
enrollees  about  how  to  take  advantage  of 

-".SiU!  74  FK  ,5U)(i!l.  loolnoto  12. 
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such  a  l)(!nefit.  and  wlien  an  enrol  lee 
contacts  the  |)lan  al)()ut  obtaining  the 
benefit,  may  re(]uire  the  individual  to 
take  and  |)rovide  the  results  ol  a  genetic 
t(!.st  to  d(?terinine  the  medical 
aj)j)roj)riatene.ss  of  providing  the 
snj)])lemental  benefit  to  the  individual. 

1).  Definition  of  "Health  dare 
Operations” 

Pro])os(Mi  Rule 

The  definition  of  “health  care 
operations”  at  S  184. .501  includes  at 
l)aragraph  (3)  “underwriting,  premium 
rating,  and  other  activities  relating  to 
the  cn;ation,  naiewal  or  replacement  of 
a  contract  of  health  insurance  or 
h(!nefit.s  *  *  *.”  To  avoid  confusion 
with  the  u.se  of  both  “underwriting”  and 
“underwriting  purpo.ses”  in  the  Privacy 
Rule,  and  in  recognition  of  the  fact  that 
the  pro])o.sed  definition  of 
“underwriting  purpo.ses”  includes 
activities  that  fall  within  both  the 
definitions  of  “payment”  and  “health 
can;  operations”  in  tin;  Rule,  the 
n(;j)artment  propo.sed  to  remove  the 
term  “underwriting”  from  the  definition 
of  “health  care  o])erations.”  We  also 
proposed  to  add  the  term  “enrollment” 
to  the  express  list  of  health  care 
op(;ration.s  activities  to  make;  clear  that 
the  removal  of  the  term  "underwriting” 
would  not  impact  the  use  or  di.sclosur;; 
of  protected  ln;alth  information  that  is 
not  genetic  information  for  enrollment 
purjjoses.  These  pro))o.sed  revisions 
were  not  intend(;d  to  he  substantive 
changes  to  the  definition  and  thus, 
health  ])lans  would  he  j)ermitted  to 
continue  to  u.se  or  disclo.se  protected 
health  information,  excejjt  genetic 
information,  for  underwriting  pniposes. 

Overview  of  Public  Comments 

The  D(;partment  received  a  few 
comments  on  the  projjosed  revisions  to 
the  definition  of  “health  care 
operations.”  One  commenter  supported 
the  inclusion  of  the  word  “enrollment.” 
A  few  commenters.  how(;v(;r,  ex])re.s.sed 
concern  and  confusion  that  the  removal 
of  the  term  “underwriting”  from  the 
definition  of  “health  care  operations” 
would  no  longer  permit  uses  or 
di.sclosnres  of  even  non-genetic 
protected  health  information  for 
underwriting. 

Final  Rule 

Due  to  the  confusion  and  concern 
expr(;s.sed  by  the  commenters  regarding 
the  removal  of  the  term  "underwriting” 
from  the  d(;finition.  we  retain  the  term 
“underwriting”  within  the  definition  of 
“health  care  oj)(;ration.s”  at  §  184. .501 
However,  to  make  clear  that  a  health 
plan  may  continue  to  usi;  or  di.sclo.se 
only  j)rotected  health  information  that  is 


m)l  genetic  information  for 
underwriting,  we  include  a  reference  to 
the  ])rohihition  on  using  or  disclosing 
genetic  information  for  underwriting 
i;ur])os(;.s  within  the  definition.  Tin; 
final  rule  also  retains  the  t(;rm 
“enrollment”  within  the  definition 
hecan.se  we  believe  it  is  helpful  to 
clarify  that  this  is  a  ])ermitted  health 
care  o])(;rations  activity. 

c.  Definition  of  “Payment” 

Projjosed  Rule 

The  definition  of  “])ayment”  in  the 
Privacy  Ride  at  §  184. .501  includes 
activities,  such  as  “determinations  of 
eligibility  or  coverage”  by  a  health  plan, 
some  of  which  may  fall  within  the 
definition  of  “underwriting  pnri)ose.s." 
To  avoid  any  implication  that  a  health 
plan  would  he  permitted  to  n.se  or 
disclose  protected  health  information 
for  “payment”  pur])oses  that  are 
otherwise  prohibited  hv  the 
underwriting  jirohihition,  we  jiroposed 
to  include  a  cro.s.s-r(;ference  in  the 
definition  of  “pavment”  to  the 
|)rohil)ition.  Furth(;r,  we  l)(;lieved  the 
inclusion  of  such  a  cros.s-reference  to  he 
n(;ce.ssary  to  jiroperly  align  the 
definition  of  “jiayment”  in  the  Privacy 
Rule  with  the  nondiscrimination 
jirovisions  of  HINA  Title  I  and  their 
implementing  regulations.  HINA 
provides  a  rule  of  construction  at 
section  l()2(a)(2),  which  adds  paragraph 
27()2(c)(3)  of  the  PH.SA,  to  make  clear 
that  health  jilans  an;  not  prohibited 
from  obtaining  and  using  the  results  of 
a  genetic  test  in  making  determinations 
regarding  payment,  as  such  term  is 
defined  by  the  HIPAA  Privacy  Rule. 
Thus,  the  propo.sed  exception  would 
make  clear  that  HINA’s  rule  of 
construction  regarding  pavment  does 
not  allow  a  health  plan  to  u.se  the  results 
of  genetic  tests  for  activities  that  would 
otherwise  constitute  “underwriting 
pur])oses,”  such  as  for  determinations  of 
eligibility  for  benefits. 

Overview  of  Public  Homments 

The  Department  received  two 
comments  on  tin;  ])ropo.s(;d  change  to 
the  d(;finition  of  “pavment.”  one 
supporting  the  change  and  one 
indicating  it  is  unnece.ssary. 

Final  Rule 

For  the  rea.sons  de.scrihed  above,  the 
final  rule  adopts  the  projiosed  change;  to 
the  definition  of  “jiayment.” 


.5.  .Section  184..502(a) — IJ.ses  and 
Disclosures  of  Protected  Health 
Information:  Heneral  Rules 

a.  Prohibition 
Propo.sed  Rub; 

To  implement  .section  10.5  of  HINA, 
the  Department  propo.sed  a  new 
])rohil)ition  on  health  ])lans  using  or 
disclosing  protected  health  information 
that  is  genetic  information  for 
underwriting  purposes  at 
I?  184..502(a)(3).  We  made  clear  that  such 
a  jirovision  would  o])erate 
notwithstanding  the  other  jirovisions  in 
the  Privacy  Rule  jiermitting  uses  and 
disclosures,  and  ])ropo.sed  a  conforming 
change  to  §  184..50i2(a)(l)(iv)  to  clarify 
further  that  an  authorization  could  not 
he  used  to  permit  a  u.se  or  disclosure  of 
genetic  information  for  underwriting 
])urpose.s. 

Overview  of  Public  Homments 

.Some  commenters  expre.ssly 
.supported  the  propo.sed  modification  to 
the  Privacy  Rule  to  include  the; 
])rohibition,  and  the  jiroposed 
clarification  that  an  authorization 
cannot  he  used  to  otherwi.se  ])ermit  a 
prohibited  n.se  or  disclosure  of  genetic 
information.  One  commenter  suggested 
adding  the  examples  from  the  preamble 
to  the  regulatory  text,  as  well  as 
language  to  the  regulatory  text  to  clarify 
that  the  ])rohihition  ajijilies  to  genetic 
information  obtained  by  a  health  plan 
jirior  to  the  passage  of  HINA. 

Final  Rub; 

3’he  final  rub;  adopts  the  j)ropo.sed 
])rohihition  on  a  health  plan’s  u.se  or 
disclosure  of  genetic  information  for 
underwriting  purposes,  except  with 
regard  to  health  plans  that  are  issuers  of 
long  term  care  ]K)licies,  as  ex])lained 
above  in  section  Vl.H.l  regarding  to 
which  plans  the  final  rule  ajiplies.  This 
]5rohihition,  located  in  this  final  rub;  at 
§  184..5()2(a)(5),  applies  to  all  genetic 
information  from  the  compliance  ilate  of 
these  modifications  forward,  regardle.ss 
of  when  or  whi;re  the  genetic 
information  originated.  We  do  not 
helievi;  a  clarification  of  this  fact  in  the 
r(;gulatory  text  is  n(;ce.ssary. 

Honsisient  with  .Sec.  101  (a)  of  the 
statute,  this  ])rohil)ition  should  not  he 
construed  to  limit  the  ability  of  a  health 
j)lan  to  adjust  pr(;mium.s  or  contribution 
amounts  for  a  grou])  health  plan  ha.sed 
on  the  manife.station  of  a  di.sea.se  or 
disorder  of  an  individual  enrolb;d  in  the 
])lan,  even  though  a  health  plan  cannot 
u.se  the  manife.station  of  a  disease  or 
disorder  in  one  individual  as  genetic 
information  about  other  group  members 
and  to  further  increase  the  premium  for 
the  ])lan.  .Similarly,  for  the  individual 
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health  insurance  market,  a  healtli  j)lan 
is  not  ])rohihite(l  from  estahlishing  rules 
for  eligibility  for  an  individual  to  enroll 
in  coverage  or  from  adjusting  j)remium 
or  contribution  amounts  for  an 
individual  based  on  the  manifestation  of 
a  disease  or  disorder  in  that  individual 
or  in  a  family  memb(;r  of  such 
individual  where  such  family  member  is 
covered  under  the  individual’s  policy, 
even  though  the  health  ])lan  cannot  use 
the  manifestation  of  a  disea.se  or 
disorder  in  one  individual  as  genetic 
information  alK)ut  other  individuals  to 
further  increase  premiums  or 
contribution  amounts  for  those  other 
individuals. 

To  illustrate  how  the  prohibition 
oi)erate.s.  we  reiterate  the  following 
exam])le.s  (hut  for  the  reasons  explained 
above,  decline  to  include  them  in  the 
regulatory  text).  If  a  health  insurance 
issuer,  with  resjiect  to  an  em])loyer- 
spon.sored  grou]j  health  plan,  uses  an 
individual’s  family  medical  history  or 
the  results  of  genetic  te.sts  maintained  in 
the  group  health  plan’s  claims 
exjjerience  information  to  adjust  the 
jilan’s  blended,  aggregate  premium  rate 
for  the  u])coming  year,  the  issuer  would 
h(!  using  protected  health  information 
that  is  genetic  information  for 
underwriting  ]nir])oses  in  violation  of 
§  l(i4..5()2(a)(5)(i).  Similarly,  if  a  grouj) 
health  plan  uses  family  medical  historv 
])rovided  by  an  individual  incidental  to 
the  collection  of  other  information  on  a 
health  risk  asse.ssment  to  grant  a 
premium  reduction  to  the  individual, 
the  group  health  plan  would  he  using 
genetic  information  for  underwriting 
purposes  in  violation  of 
§  l(i4.5()2(a)(5)(i). 

The  ])rohihition  is  limited  to  health 
plans.  A  health  care  jjrovider  may  use 
or  disclose  genetic  information  as  it  sees 
fit  for  treatment  of  an  individual.  If  a 
covered  entity,  such  as  an  MMO.  acts  as 
both  a  health  plan  and  health  care 
j)rovider,  it  may  use  genetic  information 
for  purpo.ses  of  treatment,  to  determine 
the  medical  aj)proj)riatene.ss  of  a  benefit, 
and  as  otherwise  permitted  hv  the 
Privacy  Rule,  hut  may  not  use  such 
genetic  information  for  underwriting 
pnr])ose.s.  Such  covered  entities,  in 
particular,  should  ensure  that 
appropriate  staff  members  are  trained  on 
the  permissible  and  impermi.ssihle  u.ses 
of  gen  (!t  i  c  in  for  mat  i  on . 

().  Section  1(i4..5()4(f)(l)(ii)— 
Ke(|uireinents  fordrouj)  Health  Plans 

Pro])osed  Ride 

Section  184.504(0(1  )(ii)  permits  a 
group  health  plan,  or  health  in.surance 
issuer  or  HMO  with  respect  to  the  grouj) 
health  ])lan,  to  di.sclose  summary  health 


information  to  the  j)lan  sjionsor  if  the 
|)lan  .s])on.sor  reijue.sts  the  information 
for  the  ])uri)ose  of  obtaining  j)remiinn 
bids  from  health  |)lans  for  ])roviding 
health  insurance  coverage  under  the 
grouj)  health  j)lan,  or  for  modifying, 
amending,  or  terminating  the  grouj) 
health  i)lan.  As  this  i)rovi.sion  j)ermit.s 
activities  that  constitute  “underwriting 
j)urj)ose.s,’’  as  defined  by  (]1NA  and  the 
j)roj)o.sed  rule,  the  Dej)artment  j)roj)osed 
to  modify  §  l()4.5()4(f)(l)(ii)  to  clarifv 
that  ^  l()4.5()4(i')(1)(ii)  would  not  allow  a 
disclosure  of  jirotected  health 
information  that  is  otherwise  j)rohihited 
by  the  underwriting  jnohihition. 

Overview  of  Public  Comments 

The  Dej)artment  received  one 
comment  in  suj)j)ort  of  this 
modification. 

Final  Rule 

The  final  ride  adojits  the  modification 
to  t}l()4.5()4(fl(l)(ii). 

7.  Section  184. 508 — U.ses  and 
Di.sclosures  To  Carry  Out  Treatment, 
Payment,  or  Health  Care  Ojierations 

Proj)osed  Rule 

Section  184.508(a)  of  the  Privacy  Rule 
sets  out  the  u.ses  and  disclosures  a 
covered  entity  is  jiermitted  to  make  to 
carry  out  treatment,  jiavment,  or  health 
care  ojierations.  In  light  of  the  fact  that 
the  ju'ojiosed  definition  of 
“underwriting  jmrjioses”  encomjia.sses 
activities  that  fall  both  within  the 
definitions  of  “jiayment”  and  “health 
care  ojierations”  under  the  Privacy  Rule, 
the  Dejiartment  j)roj)osed  to  add  a  cross- 
reference  in  §  184.508(a)  to  the  new 
underwriting  juohihition  to  make  clear 
that  §  184.508  of  the  Privacy  Rule  would 
not  jiermit  health  jilans  to  use  or 
disclose  an  individual’s  jirotected 
health  information  that  is  genetic 
information  for  underwriting,  even 
though  such  a  u.se  or  disclosure  is 
considered  jjayment  or  health  care 
ojierations. 

Overview  of  Public  Comments 

The  Dejiartment  received  one 
comment  in  sujijiort  of  this 
modification. 

Final  Rule 

'Fhe  final  rule  adojits  the  modification 
to  §184.5()8(a). 

8.  Section  184.514(g) — U.ses  and 
Di.sclosures  for  Activities  Relating  to  the 
Creation,  Renewal,  or  Rejilacement  of  a 
Contract  of  Health  In.surance  or  Health 
Benefits 

Projiosed  Rule 

Section  184.514(g)  of  the  Privacy  Ride 
jirohihits  a  health  jilan  that  receives 


jirotected  health  information  for 
underwriting,  jiremiiun  rating,  or  other 
activities  relating  to  the  creation, 
renewal,  or  rejilacement  of  a  contract  for 
health  insurance  or  health  benefits,  from 
using  or  di.sclosing  such  jirotected 
health  information  for  any  other 
jiurjio.se  (excej)t  as  reijnired  hv  law)  if 
the  health  in.surance  or  health  benefits 
are  not  jilaced  with  the  health  jilan.  The 
Dejiartment  projiosed  conforming 
amendments  to  §  184.514(g)  to:  (1) 
Remove  the  term  “underwriting’’  to 
avoid  confusion  given  the  new 
definition  of  “underwriting  jinrjioses,’’ 
which  encompasses  the  activities 
described  above;  and  (2)  make  clear  that 
a  health  jilan  that  receives  jirotected 
health  information  that  is  genetic 
information  for  the  above  jiurjioses  is 
not  permitted  to  u.se  or  disclose  such 
information  for  underwriting  jiurjio.ses. 
'fhe  jiroposed  removal  of  the  term 
“underwriting”  from  §  184.514(g)  was 
not  intended  as  a  substantive  change  to 
the  .scojie  of  the  jirovision. 

Overview  of  Public  Comments 

One  commenter  suggested  that  the 
Dejiartment  reconsider  the  removal  of 
the  term  “underwriting’’  from  this 
section  as  it  couhl  he  viewed  as  a 
suhstantive  change  to  the  scojie  of  the 
Jirovision,  and  exjiressed  concern  that 
the  modification  would  jirohiliit  a 
health  jilan  from  using  or  disclosing 
genetic  information  as  required  liy  other 
law. 

Final  Rule 

The  final  rule  modifies  S  1()4. 514(g)  to 
refer  to  the  prohibition,  now  at 
§  184.5()2(a)(5).  However,  as  with  the 
definition  of  “health  care  ojierations,’’ 
we  do  not  remove  the  term 
“underwriting”  to  avoid  unneces.sary 
confusion.  We  al.so  clarify  that  a  health 
Jilan  may  continue  to  use  or  di.sclose 
Jirotected  health  information  that  is 
genetic  information  as  reijnired  by  other 
law.  excejit  to  the  extent  doing  so  would 
he  inconsistent  with  the  jirohiliition  in 
GINA  and  this  final  rule  at 
§  184.5()2(a)(5)(i)  against  using  or 
disclosing  genetic  information  for 
underwriting  jiurjioses. 

8.  Section  184.520 — Notice  of  Privacy 
Practices  for  Protected  Health 
Information 

Proposed  Rule 

As  discussed  above  in  Section  IV  with 
regard  to  the  changes  made  to  ^  184.520 
jiursuant  to  the  HITFCH  Act,  S  184.520 
of  the  Privacy  Rule  sets  out  the 
reijuirements  for  most  covered  entities 
to  have  and  distribute  a  Notice  of 
Privacy  Practices  (NPP).  With  resjiect  to 
the  NPP,  the  Department  believes  that 
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individuals  should  ho  iniormod  of  thoir  pla 
now  rights  and  jirolootions  undor  this  ant 
rulo  with  rospoct  to  gonotic  information  wit 
in  tho  hoalth  covorago  oontoxt.  Thus,  tho  / 
Dopartinont  jnoposod  in 
l(i4.ri2(Hh)(l  )(iii)(D)  to  roipiiro  hoalth  ms 
i)lans  that  uso  or  discloso  jirotoctod 
hoalth  information  for  undorwriting  to  a” 
includo  a  statomont  in  thoir  NPP  that  Ih' 
thov  aro  prohihitod  from  using  or  mi 

disclosing  protoctod  hoalth  inloimation 
that  is  gonotic  information  about  an  ‘t'' 

individual  for  such  imrposos.  Without  ni< 
such  a  spocillc  statomont.  individuals  t» 
would  not  1)0  awaro  of  this  rostriction 
and  tho  gonoral  statomonts  rogarding 
pormittod  usos  and  disclo.suros  tor  m 

troatmont.  paymont.  and  hoalth  caro 
oporations  in  tho  NPP  of  a  hoalth  plan  f  ■ 
that  porforms  undorwriting  would  not  n 
ho  accurato  (i.o..  tho  NPP  would  stato  n 
that  tho  hoalth  plan  may  uso  or  discloso  n 
I’Hl  for  purposos  of  paymont  and  hoalth  p 
caro  oporations.  whii:h  would  not  ho 
truo  with  rospoct  to  gonotic  iniormation 
whon  tho  uso  or  disclosuro  is  tor 

undorwriting  purposos).  ‘ 

Tho  proamhlo  oxplainod  that  too 
proposod  prohibition  on  using  or  * 

disclosing  gonotic  information  for  | 

undorwriting  and  tho  proposod  ' 

roipiiromont  to  oxplicitly  includo  a  < 

statomont  rogarding  tho  prohibition 
would  ropro.sont  a  matorial  chango  to 
tho  NPP  of  hoalth  plans  that  portorm 
undorwriting.  and  tho  Privacy  Rulo 
roipiiros  at  ^  l()4..52(Hc){l)(i)(C:)  that 
plans  ])rovido  notico  to  individuals 
covorod  by  tho  i)lan  within  (U)  days  oi 
any  matorial  rovision  to  tho  NPP.  As  in 
tho  NPRM  issuod  to  imi)lomont  HITECH 
Act  provisions,  tho  Dopartinont 
roquostod  commont  on  ways  to  iniorm 
individuals  of  this  chango  to  privacy 
practices  without  unduly  buidoning 
hoalth  plans  and  jirovidod  sovoral 
iiossiblo  altornativos.  Tho  Dopartinont 
also  ox])lainod  that  the  obligation  to 
revise  the  NPP  for  the  reasons  described 
above  would  fall  only  on  health  ])lans 
that  intend  to  use  or  disclose  jirotectod 
health  information  lor  activities  that 
constitute  “underwriting  purposes.” 
Thus,  hoalth  caro  providers,  as  well  as 
hoalth  plans  that  do  not  perform 
underwriting,  would  not  bo  roipiirod  to 
revise  thoir  NPPs. 

Overview  of  Public  Comments 

One  commenter  supported  iniorming 
individuals  in  tho  Nl’P  that  hoalth  plans 
aro  prohibited  from  using  or  disclosing 
gonotic  information  for  undorwriting 
purjmsos.  One  commenter  asked  thi. 
Department  to  clarify  that  whore  a 
health  j)lan  has  already  made  a  change 
to  the  NPP  to  com])ly  with  a  statute, 
such  as  with  (dNA.  and  has  sent  the 
revised  NPP  to  members,  the  health 


plan  would  not  be  required  to  make 
another  change  to  its  NPP  to  comply 

with  the  regulation. 

A  number  of  comments  addressed  tlio 
issue  of  the  timing  and  manner  oi 
distributing  revised  NPPs.  In  gonoral. 
commontors  rocommondod  varimis 
altornativos.  including;  (1)  Roipiiro 
hoalth  plans  to  provide  a  revised  NPP  to 
mombors  in  tho  next  annual  mailing;  (2) 
require  hoalth  plans  to  provide  either  a 
rovisoil  NPP  or  a  supjilomont  to 
mombors  in  tho  next  annual  mailing  and 
to  post  tho  revised  NPP  or  supploniont 
on  tho  hoalth  plan  Web  site 
immodiatoly;  (2)  retain  the  existing  lib- 
dav  deadline  for  providing  a  revised 
NIM’  to  individuals  or  provide  lor  a  20- 
day  extension;  and  (4)  allow  lor 
distribution  via  electronic  processes  tor 
more  efficient  delivery  of  NPPs  to 
members. 


Pinal  Rule 

The  final  rule  adojits  the  reipiirement 
for  health  plans  that  perform 
undorwriting  to  include  in  thoii  Ni  l  s  a 
statomont  that  they  aro  inohibitod  from 
using  or  disclosing  gonotic  information 
for  such  pur|)osos.  except  with  regard  to 
issuers  of  long  term  caro  jiolicios.  which 
aro  not  subjoi;t  to  tho  undoiwiiting 
prohibition.  Hoalth  plans  that  liavo 
already  modified  and  rodislributod  thoii 
NPPs  to  rotloct  tho  statutory  iirohibition 
aro  not  required  to  do  so  again,  provided 
tho  cliangos  to  tho  NPP  aro  consistent 
with  this  rulo.  Wo  also  modify  tho  NPP 
distribution  roquironionts  for  hoalth 
plans  whore  there  aro  matorial  changes. 
Those  modifications  aro  discussed 
above  in  Soc.tion  IV  with  regard  to 
material  changes  to  the  NPP  rosultmg 
from  changes  pursuant  to  the  HirE(-H 
Act. 


10.  Other  Comments 

C’uiiuiwnt:  One  commenter  requested 
clarification  on  preemption  with  regard 
to  the  new  underwriting  iirohibition 
Besj)onsn:  Pursuant  to  subpart  B  ol 
Part  100  of  the  lllPAA  Administrative 
Simiilific.ation  Rules,  to  the  extent  that 
a  provision  of  State  law  reipiires  a  u.se 
or  disclosure  of  genetic  information  for 
an  activity  that  would  otherwise 
constitute  “underwriting  purposos.” 
such  Stato  law  would  bo  preempted  by 
the  Privacy  Rulo  unless  an  oxc.option  at 
§100.202  applies.  In  contrast.  State  laws 
that  provide  greater  privacy  protection 
for  gonotic  information  than  tho  Piivai.y 
Rulo  continue  to  remain  in  place. 

Common/:  One  commenter  asked  how 
a  health  care  provider  should  ensure 
that  releasing  an  individual’s 
information  to  a  health  plan  will  not 
result  in  an  inappropriate  disclosure  to 
the  health  plan  for  underwriting 


purposes.  This  commenter  also  asked 
what  tho  rules  are  for  access  to 
protected  hoalth  information  about  an 
individual  by  the  individuars  oxtondod 
lainily  mainluMS  sooking  to  dotonnino  ii 
thov  aro  affected  by  a  gonotic  trait. 

/io.s'pon.se;  With  rospoct  to  tho  first 
question,  those  rules  do  not  apply  to 
hoalth  caro  inovidors.  A  covorod  hoalth 
iirovidor  may  continue  to  discloso 
protoctod  hoalth  information,  including 
genetic  information,  whore  doing  so 
moots  tho  minimum  necessary  standard, 
to  hoalth  plans  for  payment  jnirposes. 

Under  this  Rule,  the  onus  is  on  tho 
hoalth  plan  to  not  uso  or  di.sclo.so 
protected  health  information  it  receives 
for  such  purposes  for  iirohibitod 
underwriting  purpo.ses.  Further,  health 
plans  continue  to  be  reiiuired  bv  the 
Privaev  Rule  to  limit  requests  ol 
protected  health  information  to  the 
minimum  necessary  when  recpiesting 
such  information  from  other  c.overed 
entities.  The  regulations  imiilementing 
sections  101-102  of  GINA  also  re.strict 
the  ability  of  health  plans  covered  by 
those  rules  to  reipiest  genetic 
information. 

With  respect  to  the  second  ipiestion, 

I  to  the  extent  that  an  individual’s  genetic 
information  is  needed  lor  the  tieatment 
purposes  of  a  family  member,  a  covered 
r  health  care  provider  is  jiermitted  to 
1  disclose  such  information,  subject  to 
(1  any  agreed-uj)on  restriction,  to  another 
provider  lor  the  treatment  ol  the  laniily 
memher.  See  FAQ  #212  at  hitj).// 

lvu'u^/^/^.s^golVocT//)/7lY/f;y//7i7)uu//b^// 

nolujo_wqufisijU'(^stri(:tion/5 1 2.html, 

which  makes  clear  that  a  health  care 
provider  mav  share  genetic  iniormation 
about  an  individual  with  providers 
treating  familv  members  of  the 
individual  who  are  .seeking  to  identify 
their  own  genetic  health  risks,  jirovided 
the  individual  has  not  requested  and  the 
d  health  care  provider  has  not  agreed  to  a 
d  restriction  on  such  disclosure. 

Comment :0\w  commenter  reque.steit 
that  the  rule  require  that  health  jilans 
conducting  or  sponsoring  research 
t  involving  genetic  information  provide 
I  researi:h  jiarticijiants  with  an  exjificit 
)r  statement  to  ensure  the  individuals 

understand  that  such  information  may 
not  and  will  not  be  used  lor 
IV  underwriting  purposes, 
at  Response:  We  decline  to  require  such 
,\vs  a  statement.  The  regulations 
111  inqilementing  sections  101-102  ol 
K  V  already  require  a  statement  to  that  eflect 
as  a  condition  of  the  health  plan 
low  requesting  that  a  researe.h  particijiant 
undergo  a  genetic  test  as  part  ol  the 
research.  See.  e.g.,  4.2  GFR  144.122(cK.2). 
Further,  this  rule  requires  that  health 
to  Ilians  that  perform  underwriting  iniorm 
individuals  through  their  NFPs  that  the 
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plans  may  not  use  or  disclo.se  genetic 
information  for  such  jJiirposes. 

(A)nuiHint:  One  commenter  askcul  that 
the  niPAA  de-identification  .standard  he 
.strengtliened  to  provide  l)etter 
prot(!ction  for  health  information, 
including  gcnnitic  information. 

/te.s-pon.se;  The  Privac:y  Rule’s  de¬ 
identification  standard  is  outside  the 
.sco]){!  of  this  rulemaking. 

VII.  Regulatory  Analyses 

/\.  Introduction 

VVe  have  prejnired  a  regnlatory  impact 
statement  in  compliance;  with  Executive 
Order  12800  (Sejitemher  in?)3, 

Regnlatory  Planning  and  Review), 
Executive  Order  13503  (January  2011, 
Improving  Regulation  and  Regnlatory 
Review),  the  Regulateery  Flexihility  Act 
(RFA)  (Sejitember  19,  1980,  Pnh.  L.  90- 
354),  the  Unfunded  Mandates  Reform 
Act  of  1995  (UMRA)  (March  22,  1995, 
Pnh.  L.  104-4),  and  Executive  Order 
13132  on  Federalism.  We  begin  with  a 
di.scnssion  of  Executive  Orders  12800 
and  13503  and  then  present  a  more 
detailed  analysis  of  costs  and  benefits. 
Finally,  relying  on  information 
explained  in  the  cost-benefit  analysis, 
we  discuss  issues  related  to  the  RFA, 
UMRA,  and  Federalism  considerations. 

1.  Executive  Order  12800  and  Executive 
Order  13503 

Executive  Orders  12800  and  13503 
direct  agencaes  to  as.sess  all  costs  and 
benefits  of  available  regnlatory 
alternatives  and,  if  regulation  is 
necessary,  to  select  regulatory 
a])j)roaches  that  maximize  net  benefits 
(including  potential  economic, 
environmental,  public  health  ami  safety 
effetds,  distributive  impacts,  and 
ecpiity).  Executive  Order  13503 
emjjhasizes  the  imjiortance  of 
quantifying  both  costs  and  benefits,  of 
reducing  costs,  of  harmonizing  rules, 
and  of  promoting  flexihility.  A 
regulatory  impact  analysis  must  he 
])repared  for  major  rides  that  have 
economically  significant  effects  (Si  00 
million  or  more  in  any  one  year)  or 
adversely  affect  in  a  material  way  the 
(;conomv,  a  sector  of  the  economy, 
])roductivity,  competition,  jobs,  the 
environment,  jmhlic  health  or  safety,  or 
State,  local,  or  Tribal  government  or 
communilies  (58  FR  51741).  Based  on 
the  following  analysis,  this  rule  has 
been  designated  as  an  economically 
significant  regulatory  action  within  the 
meaning  of  section  3(f)(4)  of  Executive 
Order  128()().  Accordingly,  the  rule  has 
h(;(;n  reviewed  by  the  Office  of 
Management  ami  Budget. 

'I'o  summarize,  we  estimate  that  the 
rule  will  result  in  new  fir.st-vear  costs  of 


between  $114  million  and  ,$225. 4 
million.  Annualizing  the  midjioints  of 
our  cost  estimates  at  three  and  seven 
|)ercent  over  ten  years  produces  costs  of 
$35.2  million  and  $42.8  million, 
respectively.^^ 

We  estimate  that  the  efhicts  of  the 
requirement  for  covered  entities 
(iiududing  indirect  costs  incurred  by 
third  ])arty  administrators,  which 
freipiently  send  out  notic(;s  on  behalf  of 
health  jilans)  to  issue  new  notices  of 
privaev  practices,  as  a  result  of  the  final 
changes  to  the  IIIPAA  Privacy  Rule 
under  both  the  Hn’ECU  Act  and  GINA, 
will  result  in  new  costs  of  $55.9  million 
within  12  months  of  the  effective  date 
of  the  final  rule.  Annualizing  the  co.sts 
over  1 9  years  at  3  percent  and  7  percent 
results  in  annual  NPP  costs  of 
approximately  $8.8  million  and  $8 
million,  respectively.  We  have  revised 
our  cost  estimate  for  NPP  revisions 
sinci;  the  projiosed  rule  to  nillect  the 
increased  flexihility  provided  in  the 
final  rule,  which  allows  health  plans  to 
include  their  new  NPPs  in  their  usual, 
annual  mailing  rather  than  send  them  to 
individuals  in  a  .separate  mailing.  We 
also  note  that  combining  GINA  and 
lirrEGll  requir(;ment.s  into  a  single  rule 
results  in  lower  costs  than  would  he 
iucurred  if  covered  entities  were 
ri;quired  to  revise  their  NPPs  multiple 
limes  to  conqilv  with  sejiarate 
rulemakings. 

Additionally,  we  have  revised  the 
annual  estimated  cost  to  comply  with 
the  final  breach  notification  provisions. 
As  we  discuss  h(;low,  we  acknowledge 
then;  may  still  he  .some  underre])orling 
of  breaches,  however  we  do  anticijiate 
that  the  overall  number  of  breaches  will 
decrease  in  the  future.  As  such.  Table  2 
below  shows  the  costs  of  complying 
with  the  provisions  of  the  breach 
notification  final  rule,  which  have  been 
revised  based  on  our  experience  with 
the  number  of  breach  notifications  we 
have  received  from  covered  entities 
during  calendar  years  2010  and  2011. 
We  estimate  the  total  annual  co.st  for  the 
breach  notification  ride  to  he 
approximately  $14.5  million. 
Annualizing  over  10  years  at  3%  and 
7%  produces  annual  breach 
implementation  co.sts  of  a))proximately 
$17  million  and  $20.8  million. 

With  regard  to  the  business  a.ssociate 
])rovision.s  of  the  final  rule,  wi;  assume 
that  business  a.ssociates  curriintly 
comply  with  the  lllPAA  Privacy  Rule 


--’llii!  I)ii!;i(;li  noli  Ileal  ion  provisions  aro  I  ho 
rnlo's  only  .sonrea!  oton”oinj>,  nnnnal  costs. 
Tliorolbn!.  witli  nispiu:!  lo  broach,  wo  annnali/o 
costs  incnrr(!(l  on  an  nnnnal  basis,  l•■or  tho  other 
provisions,  wo  calciiliito  annuali/.od  oirporlunily 
costs  hasorl  on  costs  oxpondod  only  in  tho  first  voar 
of  iinplonionlation. 


use  and  disclosure  jirovisions  as 
reipiired  by  their  business  as.sociate 
contracts.  However,  with  regard  to  the 
Security  Rule,  while  we  continue  to 
believe  that  most  business  a.ssociates 
have  implemented  security  protections 
that  meet  the  Security  Rule 
requirements  as  part  of  the  assurances 
provided  to  coventd  entities  through 
their  contracts,  we  recognize  that  some 
smaller  or  less  sophisticated  husine.ss 
associates  may  not  have  engaged  in  the 
formal  administrative  safeguards 
required  by  the  HIPAA  Security  Rule, 
and  may  not  have  written  policies  and 
procedures  for  compliance.  For  these 
l)usine.ss  associates,  we  estimate  that  the 
co.sts  to  come  into  compliance  with  the 
Security  Rule  will  he  between 
approximately  $22.8  million  and  $113 
million.  Annualizing  tho  midjioint 
estimate  ($87.8  million)  at  3  percent  and 
7  percent  produces  costs  of  $7.9  million 
and  $9.7  million,  respectively. 

Although  we  also  continue  to  believe 
that  most  business  a.ssociates  have  made 
it  good  faith  attemjit  to  conform  their 
agreements  with  subcontractors  to 
1 IIPAA  requirements,  we  acknowledge 
the  po.ssihilitv  that  some  business 
associates  mav  make  such  efforts  for  the 
first  time  now  that  they  and  their 
subcontractors  are  subject  to  direct 
liahilitv  under  the  Rules.  For  this 
fraction  of  business  a.ssociates,  we 
estimate  that  the  costs  to  bring 
subcontracts  into  comjjliance  with  the 
business  associate  agreement 
reijuirements  will  he  hittween  $21 
million  and  $42  million.  Annualizing 
the  midpoint  of  those  estimates  ($31.5 
million)  at  3  percent  and  7  percent 
results  in  costs  of  $3.7  million  and  $4.5 
million,  respectively. 

There  may  he  other  costs  we  an;  not 
able  to  monetize  because  we  lack  data, 
and  the  rule  may  jiroduce  savings  that 
may  offset  some  or  all  of  the  added 
costs.  We  discu.ss  the.st;  imquantified 
co.sts  and  benefits  of  the  rule  at  the  end 
of  the  R(;gulatory  Impact  Analysis. 

As  a  result  of  the  economic  impact, 
and  other  co.sts  that  are  described  hut 
not  (]uantified  in  the  regulatory  analysis 
below,  OMB  has  determined  that  this 
rule  is  an  economically  significant 
regulatory  action  within  the  meaning  of 
.section  3(0(4)  of  Executive  Order  12888. 
We  present  our  tmalvsis  of  the  costs  and 
l)(;nefits  of  the  rule  in  sections  G  and  1) 
below. 

2.  Entities  Subject  to  the  Rule 

This  rule  impacts  covered  health  care 
providers,  health  insurance  i.ssuers,  and 
third  party  administrators  acting  on 
h(;half  of  health  jilans,  which  we 
estimate  to  total  898,238  entities.  The 
rule  akso  applies  to  approximately  1-2 
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million  business  a.ssoi:iates  and  an  Table  1  below  shows  the  number  of 

unknown  number  of  subcontractors.--*  covenut  entities  by  class  of  provider  and 

insurer  that  will  b(!  affected  by  the  Rule. 


TABLE  1— Number  of  Covered  Entities  by  NAICS  CODE^^ 


NAICS 

Providers/suppliers 

Number  of 
entities 

Estimated 
number  of  small 
entities  25 

622  . 

Hospitals  (General  Medical  and  Surgical,  Psy- 

4,060 

4,060 

chiatric,  Substance  Abuse,  Other  Specialty). 

623  . 

Nursing  Facilities  (Nursing  Care  Facilities, 

34,400 

34,400 

Residential  Mental  Retardation  Facilities, 
Residential  Mental  Health  and  Substance 

Abuse  Facilities,  Community  Care  Facilities 
for  the  Elderly,  Continuing  Care  Retirement 
Communities). 

6211-6213  . 

Office  of  MDs,  DOs,  Mental  Health  Practi- 

419,286 

419,286 

tioners.  Dentists,  PT,  OT,  ST,  Audiologists. 

6214  . 

Outpatient  Care  Centers  (Family  Planning 

13,962 

13,962 

Centers,  Outpatient  Mental  Health  and  Drug 
Abuse  Centers,  Other  Outpatient  Health 
Centers,  HMO  Medical  Centers,  Kidney  Di¬ 
alysis  Centers,  Freestanding  Ambulatory 
Surgical  and  Emergency  Centers,  All  Other 
Outpatient  Care  Centers). 

6215  . 

Medical  Diagnostic,  and  Imaging  Service  Cov- 

7,879 

7,879 

ered  Entities. 

6216  . 

Home  Health  Service  Covered  Entities  . 

15,329 

15,329 

6219  . 

Other  Ambulatory  Care  Service  Covered  Enti- 

5,879 

5,879 

ties  (Ambulance  and  Other). 

N/A  . 

Durable  Medical  Equipment  Suppliers^® . 

107,567 

88,396 

107,567 

88,396 

4611  . 

Pharmacies  . 

524114  . 

Health  Insurance  Carriers  . 

730 

276 

524292  . 

Third  Party  Administrators  Working  on  Behalf 

750 

750 

of  Covered  Health  Plans  2®. 

Total  Entities  . 

698,238 

697,784 

B.  Why  is  this  nih  77eer/ef/}' 

This  final  rule  is  needed  to  strengthen 
and  expand  the  privacy  and  security 
protections  for  individuals’  health 
information  and  privacy  rights 
established  under  the  lilPAA.  as 
mandated  by  the  HITECH  Act  and 
CINA.  These  enhancements  are 
necessary  to  ensure  continued  adecpiate 
protections  for  health  information,  as 
well  as  trust  in  the  health  care  system, 
j)articularly  as  the  adojjtion  and  use  of 
electronic  health  records  increa.ses. 
Importantly,  among  other  changes,  the 
ride  makes  husine.ss  as.sociates  of 
covered  entities  directlv  liable  for 
Federal  jienalties  for  failures  to  comply 
with  certain  provisions  of  the  rule.  This 
exj)ansion  in  liability  clo.ses  a  large  gaj) 
in  |)rotection  that  existiul  prior  to  these 


Allh(Ui}ili  wo  (to  not  hiivo  dotii  on  tlu!  iniinlMtrs 
ol  liiisiii(!ss  iiss(M:iiil(;s.  oiir  (!|||oix:oiihmiI  oxporioiico 
KxkIs  us  to  Ihdiovc!  lluit  (moIi  covonnl  (uititv  hits,  on 
iiv(!i'ii}>o.  two  to  tiinu!  husiiioss  ussociiitos.  lor  u  totiil 
ot  1-2  million  husiiioss  iissociutos.  't  his  numhor 
likoly  ovoriistiuiiitos  tho  numlior  ol  husiiioss 
iisso4:iiil(».  as  somo  ontilios  may  ho  liiisinoss 
ass(M:ialos  to  multi|)lo  covorod  ontitios.  Wo  do  not 


tnodifications  with  respect  to  business 
a.ssociates,  which  are  the  cause  of  matiy 
of  the  secitrity  breaches  for  which  the 
Department  receives  breach  rejiorts. 

The  final  rule  also  lavs  out  standards 
for  when  individuals  and  the  Secretary 
tnust  he  informed  that  a  breach  of 
protected  health  information  has 
occurred  so  that  individuals  may  take 
measures  to  protect  thetnselves  from 
risks  associated  with  the  breach.  By 
e.stahlishing  requirements  for  notifying 
individuals  and  making  husine.ss 
a.ssociates  directly  liable  for  complying 
with  certain  provisions  of  the  Privacy 
and  Security  rules,  we  expect  the 
number  of  breaches  of  ])rotected  health 
information  to  decline  over  time. 

This  final  rule  also  makes  changes  to 
the  HIBAA  rules,  such  as  those  that 
streamline  the  re.search  authorization 
process,  that  are  designed  to  increase 


hiivo  ii  basis  lor  oslimaliiig  tlio  numl>i!r  of 
sulHamtiactoi's  llial  will  bo  subjoci  to  Ibo  rulo. 

-••OHioo  of  Advocacy.  .SI5A.  tiUp:/ /www .slxi.f^ov/ 
iidvo/iVKiHirch/  (iuta  .himl . 

|{(H:auso  Ibo  vast  majority  of  covorod  providors 
am  small  ontitios,  wo  includo  all  providors  in  our 
oslimatos  of  small  providors. 

-'•Contois  for  Modicaro  it  Modiixiid  .Sorvicos 
covorod  ontitios. 


flexihilitv  for,  and  decrease  burden  on, 
the  reguliited  entities,  as  well  :is  to 
harmonize  certain  reijuirements  with 
those  under  the  Department’s  Human 
Subjects  Protections  regulations. 

C.  Costs 

1.  Breach  Notification  Costs 

The  ineamhle  to  the  interim  final  rule 
jiuhlished  on  August  24,  2009, 
contained  a  regulatory  impact  statement 
estimating  the  economic  burden  of 
implementing  the  rule.  VVe  are  revising 
that  impact  statement  in  this  final  rule 
ha.sed  upon  our  experience  with 
collecting  breach  notifications  from 
covered  entities  during  calendar  years 
2010  and  2011. 

The  analysis  that  follows  is  very 
similar  to  the  analysis  set  forth  in  the 
|)reainhle  to  the  interim  final  rule; 
however,  instead  of  using  infornnition 


-^Tlu!  Cbiiiii  I’biirmiicy  Industry  http:// 
\\i\n\nci<:(ls.()i'}f/iuiisp(t;^(!.i:fni?p(irmt=5t>7. 

-".Smircc:  flll.S  A.SI’b  analysis  of  21111)  NAIC 
.Supplomontal  llcallb  Caro  bxbibit  data. 

^"\Vo  includo  Ibird  partv  adminisiralors  in  onr 
count  of  covorod  ontitios.  allboufib  Iboy  aro 
businoss  as.socialos.  bocauso  Ibo  naturo  of  Iboir 
roprosontalion  of  Ibo  majority  of  l-iRI.SA  plans  makos 
Ibom  an  appropriato  "surrogato"  for  thoso  plans. 
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li'oin  http://\\’\v\v.d(it(iIoss(lh.org  to 
estimate;  the  numl)(;r  of  lereaclies  that 
would  occur  each  year,  we  liave  used 
the  l)reach  notifications  jerovided  to  the 
,S(;cr(;tary  during  calendar  years  2010 
and  2011  to  project  the  ongoing,  annual 
costs  to  coven;d  entities  for 
implementing  the  breach  notification 
|)rovisions.  Several  commenters  not(;d 
that  significantly  more  breaches  would 
occur  each  year  than  the  interim  final 
rule  antici])ated,  and  we  acknowledge 
that  the  estimates  ])rovided  in  the 
interim  final  ride  were  significantly 
lower  than  our  experience  has  been  to 
date.  As  such,  we  believe  that  relying  on 
our  experience  receiving  notifications 
addresses  the  concerns  of  the 
commenters  who  thought  we  were 
underestimating  the  nnmher  of  breaches 
that  would  occur  each  year.  Based  upon 
this  information,  we  have  revi.sed  the 
projected  annual  co.st  to  implement 
the.se  breach  notification  provisions. 


We  acknowledge  that  there  may  .still 
he  some  underreporting  of  breaches  as 
the  obligations  of  the  regulation  may  not 
y(;t  have  jjenetratiid  down  to  all  covered 
entities  and  business  associates.  At  the 
same  time,  we  expect  that  some  types  of 
incidents  being  re])orted  today  may  not 
in  the  future  as  covered  entities  and 
husine.ss  as.sociat(;s  become  more 
familiar  with  the  definition  of  breach 
and  more  adept  at  performing  risk 
a.s.sessments  and  determining  whether  a 
breach  has  occurred.  We  have  receivetl 
breach  notifications  from  covered 
entities  in  several  situations  in  which 
notification  was  not  necessarv,  such  as 
where  there  was  no  underlying 
impermissible  use  or  di.sclosure  under 
the  Privacy  Rule  or  where  one  of  the 
exceptions  to  breach  clearly  applied  to 
the  situation.  This  is  the  type  of  over¬ 
reporting  that  we  expect  to  diminish  in 
the  future.  Additionally,  covered 
entities  and  business  associates  are 


beginning  to  recognize  areas  of  potential 
weakne.ss  and  to  take  systemic  actions 
to  prevent  breaches  from  occurring  in 
the  future,  such  as  encrviiting  portable 
devices  to  avoid  having  to  provide 
breach  notifications  in  the  event  the 
device  is  lost  or  stolen. 

Table  2  shows  the  costs  of  the 
jirovisions  of  the  final  rule  based  on  the 
breach  notifications  we  have  received 
from  covered  entities  during  calendar 
years  2010  and  2011.  We  akso  pre.sent 
the  co.sts  re(]uired  for  investigating 
breaches  and  the  amount  of  time  we 
anticipate  individuals  will  spend  calling 
the  toll-free  number  for  suh.stitute 
notice.  We  e.stimate  the  total  cost  for  the 
breach  notification  rule  to  he 
a])proximately  $14.5  million. 
Discounting  at  3  percent  and  7  jiercent 
and  annualizing  over  10  years  results  in 
costs  of  $17  million  and  $20.0  million, 
respectivelv. 


Table  2 — Summary  of  Annual  Compliance  Cost  for  Breach  Notification  in  2011  Dollars 


Cost  elements 

Number  of 
breaches 

Number  of 
affected 
individuals 

Cost/breach 

Cost/affected 

individuals 

Cost 

E-mail  and  1st  Class  Mail . 

6,710,000 

$182 

$0,517 

$3,467,122 

Substitute  Notices:  Media  Notice . 

1,190 

6,605,500 

480 

0.086 

571 ,200 

Substitute  Notices:  Toll-Free  Number  . 

Imputed  cost  to  affected  individuals  who  call  the  toll-free 

1,190 

30  660,550 

1,526 

2.750 

1,816,379 

line  . 

1,190 

660,550 

1,725 

3.108 

2,052,665 

Notice  to  Media  of  Breach:  Over  500  . 

250 

6,600,000 

62 

0.002 

15,420 

Report  to  the  Secretary:  500  or  More  . 

250 

6,600,000 

62 

0.002 

15,420 

Investigation  Costs:  Under  500  . 

18,750 

324,050 

281 

16.29 

5,277,456 

Investigation  Costs:  500  or  More . 

250 

6,600,000 

3,350 

0.127 

837,500 

Annual  Report  to  the  Secretary:  Under  500  . 

18,750 

110,000 

23 

3.84 

422,438 

Total  Cost  . 

14,475,600 

30  As  we  explain  below  in  the  section  on  substitute  notice,  we  project  that  6,605,500  individuals  will  be  affected  by  breaches  that  may  require 
substitute  notice,  but  we  expect  that  at  most  10%  of  affected  individuals  will  call  the  toll-free  line  for  information. 


In  this  revised  analysis,  we  rely 
entir(;ly  on  our  exjierience  with  breach 
notifications  received  by  the  Secretary 
during  calendar  years  2010  and  2011, 
for  projecting  the  ongoing,  annual  costs 
of  the  breach  notification  rule.  Based  on 
onr  ex])erience  in  those  years,  wi; 
project  the  likely  number  of  breaches, 
number  of  affected  individuals,  aud 
costs  as.sociated  with  this  regulation.  We 
have  not  attemjited  to  predict  future 
costs  because,  as  discu.ssed  above,  while 
we  anticipate  the  overall  number  of 
breaches  and  the  overall  costs  of 
imjilementing  the  breach  notification 
provisions  to  fall  over  time,  we  do  not 
currently  have  enough  data  to  establish 
such  a  trend. 

Affected  Entities 

The  entities  affected  by  the  breach 
notification  regulation  are  outlined  in 
the  impact  statement  of  the  interim  final 


rule.  HIPAA  covered  entities  and  their 
husine.ss  as.sociates  must  comply  with 
these  regulations.  We  estimate  that 
apjiroximately  70(),()()()  HIPAA  covered 
entities  will  be  subject  to  the  final  rule, 
although  many  fewer  will  experience  a 
breach  requiring  them  to  fulfill  the 
breach  notification  re(]uirements. 

How  many  breaches  will  reipiire 
notification? 

Although  this  final  rule  modifies  the 
definition  of  breach  at  §164.402  to 
remove  the  harm  .standard,  we  do  not 
believe  that  this  will  have  a  significant 
eff(;ct  on  the  nnmher  of  breaches 
reported  to  HHS  or  on  the  number  of 
individuals  affected.  As  di.scussed  in 
Section  above,  this  final  rule  removes 
the  harm  standard  and  implements  a 
more  objective  risk  assessment  for 
evaluating  whether  an  impermissible 
use  or  di.sclosure  is  a  breach.  As  a  result. 


covered  entities  mu.st  still  jierform  a  risk 
assessment  following  an  impermissible 
use  or  disclosure  of  protected  health 
information  to  determine  the  jirohahility 
that  the  protected  health  information 
has  been  compromi.sed.  Events  such  as 
hacking  into  an  unencryjited  dataha.se 
and  theft  of  un.secured  protected  health 
information  would  in  almo.st  all  cases 
constitute  a  breach  in  this  final  rule,  just 
as  they  would  under  the  interim  final 
rule’s  definition  of  breach.  However, 
given  the  further  clarity  in  this  rule  as 
to  the  .standard  and  factors  to  he 
considered,  other  incidents  that  may  not 
have  been  exmsidered  a  breach  under 
the  interim  final  rule  may  he  considered 
a  breach  under  this  final  rule  (or  in 
some  cases,  vice  v(;r,sa). 

Instead  of  relying  on  data  from 
htlp://\v\Y\v.d(it(ilossdb.org  to  estimate 
the  number  of  breaches  and  the  number 
of  individuals  affected  by  such  breaches 
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each  y(!ar.  tliis  final  rule  u.ses  breach 
notincation  reports  sul)initted  to  the 
Scu'.nitarv  l)y  covered  entities  to  revise 
our  previous  estimates.  We  l)f!lieve  these 
n!|)orts  provide  us  with  much  more 
complete  iuformatiou  from  which  to 
project  the  overall  c;o.st  of  implemeutiug 
this  regulation. 

Begiuuiug  Sej)temher  23.  2000. 
covemd  entities  were  obligated  to  notify 
the  Secretary  of  all  hniaches  of  j)rotei:te(l 
health  iuformatiou  occurring  on  or  after 
that  (late.  As  of  S(^ptemher  23.  2009. 
covenul  entities  mu.st  r(?]K)rt  hreacluis 
affecting  .500  or  more  individuals  to  the 
Secndary  without  unnia.sonahle  delay 
and  in  no  ca.se  later  than  (iO  days  from 
di.scovery  of  the  hri?ach.  while  hn^aches 
afhicting  fewer  individuals  must  he 
n^jjorted  to  the  .Secretary  within  00  days 
of  the  end  of  the  calendar  year  in  which 
the  t)n;ach  occurred. 

Bast'd  on  our  experitmce  niceiving 
hrtiach  notifications  during  calendar 
ytiars  2010  and  2011.  we  j)roj(;ct  that 
ilH.S  will  receive  approximately  19.000 
hrtiach  notifications  from  covertid 
(Milititis  annually  or.  on  avtirage. 
aj)proximately  1.583  breach 
notifications  tiach  month. 

Aj)proximate’v  250  such  notifications 
will  report  breaches  afftM.ting  500  or 
more  individuals  and  the  remaining 
18.750  reporttid  hrtiacluis  will  afftict 
fewer  than  500  individuals. 

We  proj(!Ct  that  approximately  0.71 
million  individuals  will  he  affccted  by 
the  19.000  hrtiaches  n!j)orted  to  HH.S 
each  year,  which  is.  on  avtiiage.  roughly 
353  aff(!cted  individuals  ptu  breach. 

As  in  the  interim  final  rule,  we  have 
assumed  that  no  .State  has  a  notification 
nHjuirement.  despite  the  fact  that  this 
will  ovcmjstimate  the  burden  impo.sed 
on  cov(!red  (mtities  h(;caiise  cox  ered 
(;ntiti(^s  hax’e  trained  their  staffs  and 
hax’e  prej)artHt  prociulures  to  follow 
wlu;n  a  hniach  occurs  to  comply  with 
(ixi.sting  hriiach  notification 
r(!(|uir(anents  of  most  of  the  States.  To 
ameliorate  the  overstatement  of  onr  cost 
(!stimate  somewhat,  we  have;  assumed 
the  co.sts  for  training  juir.sonnel  and  for 
dex’eloping  procculnres  for  the  most  part 
have  alnuidy  been  exjMmded  and  are 
tlumdore  in  the  hasedine.  W(!  did  not 
inclnde  tluise  costs  in  our  analysis  of  the 
annual  costs. 

We  have  followed  the  .same  a])])roach 
to  estimating  the  costs  as  outlined  in  the 
intenim  final  rule.  We  examined  the  cost 
of  notifying  affended  individuals  by  first 
class  mail,  issuing  substitute  notice  in 
major  nuulia  or  on  a  Web  site  along  with 
a  toll-fnu!  |)hone  nnmlMir.  notifving 
promiiumt  media  in  the  event  of  a 


"  I)c|)iii1iii(!iil  of  Occiipiitioniil 
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hniach  involving  more  than  500 
individuals,  and  notifying  tlu;  .S(!cretary 
of  a  hnjacli.  as  well  as  the  costs  of 
inv(;.stigating  and  documenting 
breaches.  .Some  commenters  nujiuisted 
that  we  include  the  cost  of  modifying 
contracts  with  husiiuiss  a.s.sociat(!S  to 
potentially  define  the  breach 
notification  obligations  Ixitween  the 
l)arti(!s.  We  note  that  costs  to  modify 
l)usini\ss  as.sociate  agreements  generally 
to  comj)ly  with  the  new  lUTFfdl 
j)rovisions  are  discus.sed  elsewlu;re  in 
this  impact  analysis. 

Cost  of  Notifying  Affiicttul  Individuals 
by  First  Class  Mail  or  Fmail 

.Section  184.404  nupiircis  all  covered 
entiti(!s  to  notify  affected  individuals  of 
a  hniach  eitluu'  by  first  class  mail,  or  if 
the  individual  has  agnuid.  hv  tauail.  In 
the  interim  final  rule,  we  assumed  that 
approximately  one  half  of  notic(;s  sent 
to  affiicted  indix'iduals  would  he  .sent 
via  first-cla.ss  mail,  while  the  re.st  would 
he  semt  via  email.  By  comparison,  in  the 
Fed(!ral  Trade  ('.ommi.ssion's  (FT(])  final 
hriiach  notification  rule,  the  I'TC 
assumed  that  90  percent  (T the  notices 
scait  to  individuals  affcc.led  by  a  hnaich 
re(|uiring  notification  under  the  FTC 
rule  would  lx;  (anailed  and  only  10 
percent  would  1)(!  sent  by  nigular  first 
class  mail.  .Since  the  firms  that  the  FTC 
r(igulat(!s  are  |)rimarily  wijh-hased. 
a.ssuming  that  tin;  vast  majority  of 
communications  would  he  conduct (al 
through  (anail  is  a  naisonahh; 
a.ssumption.  F(a'  HIFAA  coxaaed 
entiti(;s,  howciver,  90  perccait  of  which 
are  small  husinesscis  or  nonprofit 
organizations  that  engage  the  laitire  II. S. 
j)opulation  in  j)roviding  luadth  care 
servic(;.s,  we  heliexaal  that  notificaticai 
through  lanail  would  he  much  more 
limited  than  in  the  case  of  the  (aitities 
the  I'Tf^  njgulates.  .Some  physician 
offices  have  hiuai  slow  to  adopt  email 
communication  with  their  j)ati(ints  for 
various  reasons.  We.  therefon!.  assunuMl 
that  only  50  percent  of  individuals 
aff(!ct(!d  as  a  result  of  a  breach  of 
uns(!cured  i)rot(!cted  health  information 
would  nnuMve  email  notices.  As  we  did 
not  njceive  any  coinnKaits  on  this 
a.ssumj)tion.  we  nitain  it  luire. 

As  (liscussiul  in  our  analysis  in  the 
interim  final  nde,  there  will  h(i  c(irtain 
costs  that  both  (anail  and  first-class  mail 
notification  will  share.  The  cost  of 
drafting  and  j)re])aring  the  notice  will 
a|)ply  to  both  forms.  The  median  hourly 
wag(i  for  the  labor  category  of  a 
luailthcare  practitioma’ and  technical 
work(a'  in  2011  was  a])|)r()ximately 
.$42.9(i,  including  50  percent  for  fringe 


'r(!(:lini(:;il  Occii pillions.  Availalilo  at  hllj):// 
\\  \v\v.l)ls.}iov/<ws/i:iimnit/o(ts  ntil.hlin. 


benefits.  ’'  If  we  assume  30  minutes  ])er 
breach  for  composing  the  letter,  the  cost 
(apials  .$21.48.  \V(!  assume  that  it  will 
also  take  30  minut(!s  ])er  hnaich  for  an 
administrative  assistant  to  jirepare  the 
lett(a'  in  either  (anail  or  printed  formats 
and  to  document  the  l(!tt(a'  to  comply 
with  1()4. 414(a)  and  184.530(j).  The 

median  hourly  wage  for  office  and 
administrative  support  staff  is  $22.53, 
including  50  percent  for  benefits.  For 
the  30  minut(!.s,  we  estimate  $1 1.27  per 
breach,  'fhe  combined  labor  cost  for 
(:()m])()sing  and  preparing  the  document 
is  a])pr()ximately  $32.75  p(a'  breach.  Half 
of  this  cost  will  he  allocated  to  the  fir.st- 
class  letter  and  the  other  half  to  the 
emails. 

Although  computer  costs  for  sending 
email  will  he  insignificant,  it  will  take 
staff  time  to  select  the  email  address 
from  the  entity's  mailing  list.  We 
assume  that  an  office  worker  could 
process  and  .send  200  emails  ]K;r  hour  at 
a  cost  of  $22.53  |)er  hour.  For  each 
mailed  notice,  we  assume  $0.0()  for 
j)a])er  and  envelojK;  and  $0.45  for  a  first 
class  stamj),  totaling  $0.51  per  letter.  We 
(istimate  another  $22.53  ])er  hour  to 
prepare  the  mailing  hv  hand  at  a  rate  of 
100  letters  per  hour. 

Based  on  our  revised  estimate  of  the 
number  of  breaches  that  will  occur  in  a 
y(iar.  we  can  multij)ly  the  numb(!r  of 
breacluis  by  the  cost  of  composing  and 
pre])aring  a  notice  (19,000  x  $32.75) 
(upials  .$822,250.  Allocating  half  the 
costs  to  emailing  and  tlu;  same  amount 
to  r(;gular  mail  yields  $311,125  to  (;ach 
cat(;g()rv. 

.S))litiing  our  (istimate  of  the  number 
of  affiicted  individuals  ex'enly  between 
email  and  regular  mail  giv(!.s  us 
3.355.000  affected  individuals  for(;a(:h 
notice  cat(^gory.  As  we  did  in  the 
interim  final  rule,  for  emails  we  divide 
affected  individuals  by  the  numb(ir  of 
emails  proc(?.s.sed  in  an  hour  (200)  and 
multiply  the  residt  (18,775  hours)  bv  the 
hourly  cost  of  $22.53,  giving  us 
$377,940.  To  this  number  we  add  the 
$311,125  giving  us  an  (istimated  co.st  for 
email  notices  of  $889,088. 

We  follow  the  same  nujthod  for 
estimating  the  co.st  of  mailing  notices 
using  postal  mail  ])lus  the  co.st  of 
postage  and  siijijilies.  Dividing  100 
l(;tter.s  per  hour  into  3,355,000  yields 
33.550  hours,  which  is  then  multiplied 
by  $22.53  to  reacb  $755,882  iu  labor 
costs  to  pr(!j)are  the  mailing.  Adding  to 
that  the  costs  of  po.stage  and  sup])lies 
(.$1 .711 ,050)  and  the  costs  of  com])()sing 
and  drafting  ($311,125)  (xjuals 
$2,778,057.  .Summing  the  co.st  of  (iinail 
and  jxistal  mail  notices  (xpials 


Federal  Register/ Vol.  78,  No.  17/ Friday,  January  25,  2013 /Rules  and  Regulations 


5673 


$3,487, 122.  Table  3  presents  the  results  of  our  analysis  in  the  order  they  are 

diseu.ssed  above. 


Table  3— Cost  of  E-Mail  and  First  Class  Mail  to  Affected  Individuals  in  2011  Dollars 


(Annual) 

Mail 

Email 

Total 

Number  of  breaches  . 

Number  of  affected  individuals  or  records . 

Hours  to  compose  and  document  notice  . 

Cost  to  compose  and  document  notice . 

Hours  to  prepare  mailing  . 

Cost  to  prepare  mailing  . 

Postage  and  supplies  . 

Total  . 

9,500  . 

3,355,000  . 

9,500  (1  hr  per 
breach). 

$311,125  . 

33,550  . 

$755,882  . 

$1,711,050  . 

9,500  . 

3,355,000  . 

9,500  (1  hr  per 
breach). 

$311,125  . 

16,775  . 

$377,940  . 

N/A  . 

19,000 

6,710,000 

19,000 

$622,250 

50,325 

$1,133,822 

$1,711,050 

$2,778,057  . 

$689,066  . 

$3,467,122 

Cost  of  Substitute  Notice 

In  the  event  that  a  Hll’AA  covered 
entity  is  not  able  to  contact  an  affected 
individual  through  email  or  postal  mail, 
it  must  attempt  to  contat:t  the  person 
through  some  other  means.  If  the 
numher  of  individuals  who  cannot  he 
reached  through  the  mailings  is  less 
than  ten,  the  entity  may  attemj)t  to  reach 
them  by  some  other  written  means,  or 
by  telephone. 

In  the  event  that  the  covenul  entity  is 
unable  to  contact  10  or  more  affected 
individuals  through  email  or  ])ostal 
mail,  the  rule  recpiires  the  entity  to  (Ij 
l)uhlish  a  notice  in  the  media 
(newspap(;r,  television,  or  radio)  or  post 
a  notice  on  its  Web  site,  containing  the 
same  information  contained  in  tlu; 
mailed  notice,  and  (2)  set  up  a  toll-free 
numher.  The  toll-free  numher  is  to  he 
included  in  the  media  notice  or  notice 
on  the  Web  site. 

Based  on  the  breach  notification 
reports  received  by  the  Secretary  during 
calendar  years  2010  and  2011,  we 
project  that  approximately  1,190 
breaches  affecting  10  or  more 
individuals  will  reiiuire  substitute 
notice  (including  5%  of  breaches 
involving  fewer  than  500  individuals, 
and  all  250  breaches  involving  500  or 
more  individuals).  While  .several 
breaches  affecting  only  1  individual 
have  also  required  substitute  notice,  as 
.stated  in  the  interim  final  rule,  we 
believe  the  costs  for  notifying  fewer 
than  10  individuals  through  alternative 
written  means  or  by  telephone  woidd  he 
very  small  and  as  a  ixisult  w{!  have  not 
attempted  to  estimate  those  co.sts. 

The  interim  final  rule  estimated  that 
it  would  cost  ai)|)roximatelv  $240  to 
])uhli.sh  a  public  notice  in  a  newspaper. 
A.ssuming  the  covered  entity  will 
])uhlish  two  notices,  the  cost  is  $480. 


Multiplying  this  amount  by  the  1.190 
e.stimated  breaches  yields  ,$571,200. 
Al.so,  as  noted  in  the  interim  final  rule, 
if  a  HIPAA  covered  cmtity  has  a  Web 
site,  we  assume  there  will  he  no  co.st  to 
po.st  the  notice  to  the  Web  site.  We 
believe  this  overe.stimates  the  overall 
co.st  of  publishing  a  notice,  as  many 
covered  entities  will  elect  to  ])o.st  the 
public  notice  only  on  their  Web  site, 
and  not  in  a  newsjiaper. 

As  outlined  in  the  interim  final  rule, 
the  co.st  of  setting  u|)  a  toll-free  |)hone 
number  is  a  straight  forward  process  of 
contacting  any  one  of  a  numb(!r  of 
service  ])rovider.s  who  offer  toll-free 
siii'vice.  The  interim  final  rule  found 
that  the  prices  for  toll-fnie  service  range 
from  .S().()27  j)er  minute  for  a  basic  mail 
box  arrangement  to  .$().()7  per  minute.  A 
major,  national  phone  service  companv 
offers  toll-free  .service  for  $15  per  month 
per  toll-free  number  and  per  minute 
charge  of  $0.07.  There  is  a  one-time 
charge  of  $15.  As  in  the  interim  final 
rule,  we  u.se  the  costs  of  $15  |)er  month 
l)lus  $15  activation  fee  and  $0.07  per 
minute. 

Since  the  r(!gulation  recpiires 
providers  to  maintain  a  toll-free  number 
for  three  months,  the  monthly  charge 
])lus  initial  fee  per  breach  will  be  ,$00. 
To  estimate  the  number  of  calls  to  the 
toll-free  number,  the  interim  final  rule 
a.ssumed  that  more  individuals  than 
those  affected  by  the  breach  requiring 
substitute  notice  won  Id  call  out  of 
concern  that  their  jirotected  health 
information  might  have  been 
compromised.  The  interim  final  rule 
e.stimated  that  a  number  ecjual  to  all 
affectcid  individuals  of  all  breaches 
would  call  the  toll-frcu:  number.  Based 
on  our  (cxj)erience  to  date,  and  given 
that  many  individuals  involvcul  in 
breachcis  reciuiring  substitute  notice  will 


reccMve  regular  notice,  we  now  assume 
that  Icxss  than  10  j)(;rcent  of  individuals 
affected  by  breaches  rccquiring  suhstitute 
notice  will  call  the  toll-free  line. 
Therefore,  as  we  anticijiate  0,005.500 
total  individuals  will  be  affccted  bv 
brciachcxs  rcKjuiring  sub.stitute  notice, 
we  assume  that  no  more  than  10 
pcu'cent,  or  000,550,  will  call  the  toll- 
free  numher  to  determine  if  they  are 
aflected  by  the  breach.  We  note  that 
while  this  revision  significantly  reduccxs 
the  ovcaall  co.st  to  covenul  entities  for 
providing  substitute  notice  in  situations 
in  which  there  is  insufficient  or  out-of- 
date  contact  information  for  10  or  more 
individuals,  we  believe  this  estimate  is 
much  more  ai)])ropriate  based  on  the 
information  we  have  received  from 
covered  entities  thus  far. 

Using  this  number  and  assuming  that 
a  call  averages  five  minutes  at  $0.07  per 
minute,  we  estimate  the  total  direct 
calling  co.sts  to  equal  $231,193.  Added 
to  this  is  $345,000  that  represents  the 
monthly  fee  per  breach  (1.190  breacluis) 
for  three  months  ])lu.s  the  one-time  fee 
(totaling  $00  per  breach).  This  brings  the 
total  co.st  of  setting  up  and  maintaining 
toll-free  lines  to  $570,193. 

To  this  co.st,  we  mu.st  also  include  the 
office  staff  time  to  answer  the  incoming 
calls  at  $22.53  per  hour.  Based  on  an 
average  of  five  minutes  per  call,  a  staff 
person  could  handle  12  calls  per  hour. 
Dividing  12  into  000.550  ecpials 
ajjproximately  55.040  hours  and  tlnm 
multijjlied  by  $22.53  eciuals  $1,240,180. 
.Summing  all  co.st  elements  yields  a  total 
cost  of  $1,810,379. 

To  the  d(!gree  that  entities  already 
maintain  toll-free  phone  lines,  our 
estimate  overstates  the  co.sts  of  setting 
uj)  a  toll-free  line  as  nuiuired  under  the 
rule.  Table  4  presents  our  co.st  analysis 
for  the  toll-free  line. 


■^lliis  nunibor  indiKhiS  nil  iiulividuals  alIccUul  ((i.tiOO.OOOl  and  5  porconi  ol  individuals  alloclnd  bv  bioachos  involviii"  less  than  .SOI)  individuals 
bv  bnuidios  invcdving  .SOO  or  more  individuals  (.S,.S0()). 
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Table  4— Annual  Cost  for  Setting  Up  a  Toll-Free  Line  for  Three  Months  in  2011  Dollars 


Costs 

Number 
of  breaches 
affecting 
fewer  than 
500  (5,500) 

Number  of 
breaches  500 
+  (250) 

Number  of 
calls 

Total 

Monthly  Charges  for  3  months  +  1  -time  Charge  (S60/breach)  . 

Direct  Calling  Charges  @  $.07/min  x  5  minutes . 

$330,000 

$15,000 

N/A 

660,550 

660,550 

660,550 

$345,000 
$231,193 
$1 ,240,186 
$2,052,665 

Labor  cost  @  $22. 53/hr  x  5  min  per  call  . 

■■IIIIM 

■■IIIIIM 

Cost  to  individuals  @  $24. 86/hr  x  7,5  min  per  call  . 

mmiiiiiiiiiiimn 

Total  . 

mnnnnnniiiiiiHH 

mnnniiiiiiiiiiiiiin 

. 

$3,869,044 

As  in  the  interim  final  rule,  we  have 
also  imputed  a  cost  to  tlie  lime 
individuals  will  speml  calling  the  toll- 
fret!  ninnher.  In  estimating  the  time 
involved,  we  assumed  that  a  person  will 
spend  five  minnttis  per  call.  However, 
the  j)erson  may  not  get  through  the  first 
time  and  thus  may  have  to  call  hack  a 
.second  time  which  could  add  another  5 
minutes.  Taking  the  average  between  5 
and  10  minutes,  we  used  an  average 
time  of  7.5  minutes  per  caller. 

For  purposes  of  imj)uting  co.st  to  an 
individual's  time,  we  took  the  median 
compensation  amount  from  the  Bureau 
of  Labor  .Statistics  of  .$24.80  *•*  for  all 
occupations.  Dividing  00  hv  7.5  minutes 
yields  8  calls  piir  hour.  Dividing  the 
number  of  calls  per  hour  into  000,550 
calls  and  then  multijdying  by  $24.80. 
gives  us  a  co.st  of  $2,052,005. 

(k)st  of  Breaches  Involving  More  Than 
500  Individuals 

If  a  covered  entity  experiences  a 
breach  of  protected  health  information 
affecting  more  than  500  individuals  of  a 
.State  or  jurisdiction.  §  104.400  of  the 
rule  re(]nires  the  entity  to  notify  the 
media  in  the  jurisdiction  or  .State  in 
which  the  individuals  reside.  In 
addition.  §  104.408  of  the  rule  recpiires 
the  entity  to  notify  the  .Secretary 
contemporaneously  with  notice  to 
affected  individuals  in  cases  where  500 
or  more  individuals  are  affected  by  a 
breach. 

As  stated  in  the  interim  final  rule,  we 
anticipate  that  a  covered  entity  will 
issue  a  ])r(!.ss  release  when  it  must  notify 
the  media  under  §  104.400.  The  tasks 
involved  in  issuing  the  jiress  release: 
will  he  the  drafting  of  the  statement  and 
clearing  it  through  the  entity.  As 
discussed  in  the  interim  final  rule,  we 
assume  that  drafting  a  one-])age 
statement  will  contain  essenliallv  the 
.same  information  j)rovided  in  the  notice 
to  affected  individuals  and  will  take  1 
hour  of  an  eejiuvalenl  to  a  G.S-12 
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Federal  einjiloyee,  earning  $20  per  hour. 
Adding  50  percent  to  account  for 
benefits  equals  .$43.50.  Ajjproval  of  the 
release  involves  reading  the  document. 
We  expect  this  activity  to  take  15 
minutes.  The  median  hourly  rate  for  a 
public  relations  manager  is 
approximately  .$44.80  in  2011. ’•*  Adding 
50  jjercent  for  benefits  equals  $07.20,  so 
one  (juarter  of  an  hour  ecpials  $10.82  for 
ap])roving  the  release.  The  total  cost  of 
the  relea.se  equals  .$01.08,  and 
midti|)lying  this  amount  by  the  ninnher 
of  breaches  affecting  more  than  500 
individuals  (250)  eiinals  $15,420.  This 
amount  is  lower  than  onr  previous 
e.stimate  because  we  have  adopted  the 
more  customary  and  realistic  apjiroach 
of  adding  50  percent  to  wages  for 
benefits,  rather  than  doubling  standard 
wage  rates  to  account  for  benefits.  It 
should  he  noted  that  even  this  amount 
may  overstate  the  actual  costs  of  issuing 
a  notice  to  the  media. 

The  rejiort  to  the  .Secretarv  that  mu.st 
he  sent  contemporaneously  with  the 
sending  of  the  notices  to  the  affected 
individuals  will  contain  essentially  the 
same  information  as  the  notice  .sent  to 
the  affected  individuals.  As  stated  in  the 
interim  final  rule,  we  antieijjate  the  time 
and  cost  to  jirejiare  the  rejiort  will  be 
the  .same  as  that  required  for  issuing  a 
notice  to  the  media.  The  cost  for 
rejiorting  to  the  .Secretary  the  250 
breaches  affecting  500  or  more 
individuals  is  $15,420. 

Cost  of  Investigating  a  Breach 

As  a  jirerequisite  to  issuing  a  notice 
to  individuals,  to  the  media,  and  to  the 
.Secretary,  the  covered  entity  will  need 
to  conduct  an  investigation  to  determine 
the  nature  and  cause  of  the  breach.  We 
estimate  that  the  05  percent  of  breaches 
in  the  under  500  category  that  affect 
fewer  than  10  individuals  will  reijuire  4 
hours  of  inve.stigation.  The  other  5 
liercent  of  under  500  breaches,  which 
affect  between  10  and  490  individuals, 
may  require  iqi  to  8  hours  to  investigate. 
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At  an  office  manager’s  time  at  $07  per 
hour  ($44.05  median  wage  plus  50 
])ercent  for  benefits)  multiplied  by  4  and 
8  hours,  results  in  jier  breach  costs  of 
apjn’oximately  $2(i8  and  $530, 
respectively.  Multijilying  $208  by  the 
number  of  lireaches  affecting  fewer  than 
10  individuals  (17,800  breaches)  results 
in  investigation  costs  of  .$4,773,010.  We 
then  multi])ly  $530  by  the  ninnher  of 
breaches  affecting  10  to  499  individuals 
(940  breaches),  which  produces 
investigation  costs  of  $503,840.  Adding 
the  totals  for  the  two  groups  results  in 
investigation  costs  of  $5,277,450  per 
year  for  breaches  affecting  less  than  500 
individuals.  This  estimate  includes  the 
time  required  to  produce  the 
documentation  required  hv  ^  104.414(a). 
We  note  that  this  estimate  is 
significantly  higher  than  that  in  the 
interim  final  rule:  however,  this  is  due 
entirely  to  the  revi.sed  e.stimate  that 
there  will  he  approximately  18,750 
breaches  affecting  fewer  than  500 
individuals  per  year. 

As  stated  in  the  interim  final  rule,  for 
breaches  involving  500  or  more 
individuals,  the  breach  investigation 
may  take  up  to  100  hours  to  coiujilete; 
however,  we  assume  that  the  average 
inve.stigation  will  take  only  50  hours.  At 
an  office  manager’s  time  of  .$07  per  hour 
multiplied  by  50  hours,  this  cost  equals 
$3,350  ])er  breach.  Multiplying  this  by 
the  number  of  breaches  (250)  yields 
$837,500. 

Cost  of  .Submitting  the  Annual  Breach 
.Summary  to  HH.S 

Under  §  104.408.  covered  entities 
mu.st  notify  the  .Secretary  of  all 
breaches;  however,  covered  entities 
rejiorting  breaches  affecting  fewer  than 
500  individuals  may  rejiort  these 
breaches  to  the  .Secretary  annually. 

.Since  the  material  for  the  submission 
has  already  been  gathered  and  organized 
for  the  i.ssnance  of  the  notices  to  the 
affected  individuals,  we  expect  that 
notifying  the  Department  will  require  at 
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most  an  hour  of  office  staff  time  once 
per  year.  At  $22. .53  per  hour  imilti])lied 
l)y  tile  total  mnnher  of  breaches  (18,750) 
affecting  fewer  than  500  individuals, 
this  cost  etpials  .$422,438. 

2.  Notifying  Individuals  of  Their  New 
Privacy  Rights 

(levered  entities  must  jirovide 
individuals  with  Nld’s  that  detail  how 
the  covered  entity  may  use  and  disclo.se 
protected  health  information  and 
explain  individuals’  rights  with  respect 
to  their  own  health  information. 

I3ecau.se  of  changes  to  the  HIPAA  Rules 
as  a  result  of  the  HITECH  Act  and  CINA, 
the  final  rule  requires  covered  entities  to 
modifv  their  NPPs  and  distribute  them 
to  individuals  to  advi.se  them  of  the 
following:  (1)  For  health  jilans  that 
underwrite,  the  prohibition  against 
health  plans  using  or  disclosing  PHI  that 
is  genetic  information  about  an 
individual  for  underwriting  purposes: 

(2)  the  iirohihition  on  the  sale  of 
protected  health  information  without 
the  expre.ss  written  authorization  of  the 
individual,  as  well  as  the  other  uses  and 
disclosures  for  which  the  rule  expressly 
re(|iiire.s  the  individual’s  authorization 
(i.e.,  marketing  and  disclosure  of 
psychotherapy  notes,  as  aj)pro])riate): 

(3)  the  duty  of  a  covered  entity  to  notifv 
affected  individuals  of  a  breach  of 
unsecured  i)rotei:ted  health  information: 

(4)  for  entities  that  have  stated  their 
intent  to  fundraise  in  their  notice  of 
privacy  practices,  the  individual’s  right 
to  opt  out  of  receiving  fundraising 
communications  from  the  covered 
(Mitity:  and  (5)  the  right  of  the  individual 
to  restrict  di.sclosures  of  protected 
health  information  to  a  health  plan  with 
respect  to  health  care  for  which  the 
individual  has  paid  out  of  pocket  in  full. 

For  providers,  the  costs  related  to  the 
NPP  consist  of  developing  and  drafting 
the  revised  NPP,  and,  as  discussed 
hidow,  the  jiotential  to  incur  out-of¬ 
cycle  printing  co.sts  for  the  revised 
notice.  There  are  no  new  co.sts 
attributable  to  the  distribution  of  the 
revised  notice  as  jjroviders  have  an 
ongoing  obligation  to  hand  out  the  NPPs 
when  first-time  j)atients  come  for  their 
a])pointment.s.  VVe  estimate  that  drafting 
the  u])dated  NPPs  will  require 
ap])roximately  one-third  of  an  hour  of 
])rofessional.  legal  time  at  a  cost  of  about 
.$28.  The  total  cost  for  attorneys  for  the 
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ajjproximately  ()97,()()()-‘^  health  care 
providers  in  the  IJ.S.  is.  therefore, 
expected  to  he  ajjproximatt'ly  $20 
million.  Printing  the  NPPs  involves 
production  and  supplies  at  a  co.st  of 
.$0.10  ])(!r  notice.  Eased  on  our  jtrior 
e.stimates,  health  care  providers  are 
currently  retpiired  to  print  and  jirovide 
the  NPP  to  <i])proximately  013  million 
new  jratients  annually.  VVe  a.ssume  that 
most  health  care  ])rovidei'.s  will  spreail 
the  printing  of  their  notices  throughout 
the  year,  producing  co])ie.s  on  a 
(juai’terly.  monthly,  or  even  more 
hequent  schedule.  Fuither,  jjioviders 
will  have  8  months  from  the  publication 
of  the  final  rule  before  they  will  need  to 
j^roduce  the  revised  NPPs,  and, 
therefore,  can  use  that  time  to  adjust 
their  inventory  and  printing  schedule  to 
transition  to  the  revi.sed  notice  without 
any  additional  expense.  Thus,  assuming 
a  worst  ca.se  .scenario  in  which  all 
])rovider.s  would  need  to  replace  at  most 
4  months  of  old  inventory  with  the 
revi.sed  notice,  the  need  for  off-.schedule 
])i'inting  of  the  levised  notice  for  this  4 
month  ])eriod  wonld  he  attributed  to 
this  provision.  VVe  estimate,  therefore, 
that  providers  will  piint  not  more  than 
204  million  revi.sed  NPPs  over  and 
above  their  exi.sting  printing  obligations 
(4/12  x()13  million  =  204  million). 
Printing  costs  for  204  million  NPPs  will 
he  $20.4  million  (204  million  x  .$0.10  = 
$20.4  million).  Thei'efore,  the  total  co.st 
for  ])i()vider.s  is  aj)proximatelv  .$40.4 
million  ($20  million  +  $20.4  million  = 
.$40.4  million). 

For  health  plans,  the  co.sts  related  to 
the  NPP  consist  of  developing  and 
diafting  the  revi.sed  NPP,  and.  for 
certain  health  ])lan.s,  the  costs  of 
printing  and  mailing  the  notice  ont-of- 
cycle  because  the  revision  is  a  material 
change.  See  104.520(c)(1)(v)(A).  With 
the  ext:ej)tion  of  a  few  large  health 
plans,  mo.st  health  j)lan.s  do  not  self- 
administer  their  ])lans.  Most  jilans  are 
either  health  insurance  issuers 
(apj)roximately  730)  or  utilize  third 
party  admini.strators  that  act  on  their 
behalf  in  the  cajjacity  of  husine.ss 
a.s.soc:iate.s.  VVe  identified  ajqjroximately 
750  third  party  administrators  acting  as 
husine.ss  as.sociates  for  ERhSA  plans.  VVT) 
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have  revised  our  earlier  estimate  of 
3,500  third  party  administrators  after 
learning  that  the  majority  of  the.se 
entities  act  as  welfare  administrators 
and  do  not  admini.ster  health  jilans.  In 
atldition,  some  j)uhlic  non-Federal 
health  plans  may  use  third  party 
iidministrators.  Almost  all  of  the  public 
and  ERhSA  plans,  we  believe,  employ 
third  party  administrators  to  admini.ster 
their  health  plans.  While  the  thii'd  partv 
admini.strators  will  hear  the  direct  costs 
of  issuing  the  revised  NPPs.  the  c:o.st.s 
will  generallv  he  passed  oji  to  the  j)lans 
that  contract  with  them.  Tho.se  plans 
that  self-administer  their  own  plans  will 
ahso  incur  the  costs  of  i.ssuing  the 
revi.sed  NPPs.  Wv,  do  not  know  how 
many  plans  admini.ster  as  well  as 
sjjonsor  health  plans  and  invited 
t:omment.s  on  the  number  of  self- 
administered  plans.  As  we  did  not 
rec:eive  comments  on  this  issue,  we 
a.ssume  that  there  are  not  enough  self- 
administered  plans  to  have  an  effect  on 
the.se  estimates. 

Each  of  the  approximately  1,500 
health  insurance  issuers  and  health  plan 
administrators  will  experience  the  .same 
kinds  of  co.sts  as  we  estimated  for 
jaoviders  for  drafting  (.$28  per  entity) 
and  |)rinting  (.$0.10  per  notice)  the 
NPPs.  Howeyer,  health  insureis  and 
plan  administrators  will  haye  to  mail 
the  NPPs  to  policy  holders.  We 
I'ecognize  that,  under  the  existing 
recpiirement  to  .send  new  NPPs  in  a 
sejjaiate  mailing  to  all  policy  holders, 
the  costs  of  distributing  new  NPPs. 
including  cleri):al  time  and  in  some 
cases,  postage,  constituted  the  majority 
of  the  oyerall  co.sts  of  the  rule  to  coyered 
entities.  Howeyer,  in  the  ])roi)osed  rule, 
we  requested  comments  on  alternatiye 
ways  to  inform  indiyiduals  of  material 
changes  to  their  rights  and  protections 
that  would  he  less  burdensome  and 
costly.  Based  on  the  comments  and 
consistent  with  E.(3.  13503,  in  this  final 
rule,  we  haye  adojjted  an  alternatiye  to 
the  requirement  to  send  the  new  NPP  to 
all  policy  holders  within  00  days.  After 
consideration,  we  decided  to  jjermit 
health  plans  and  third  party 
administrators  working  for  health  jilans 
to  include  the  revised  NPP  in  their  next 
annual  mailing,  rather  than  within  00 
days  of  the  material  change,  if  they  have 
a  Web  site  with  an  NPP.  .See 
S  104.520(c)(l)(v)(A).  We  anticipate  that 
mo.st.  if  not  all,  affected  entities  will 
take  advantage  of  this  o])tion  and  will 
not  send  the  NPP  in  a  .separate  mailing. 
As  such,  we  expect  that  the  vast 
majority  of  health  insurers  will  not 
incur  any  out-of-cycle  NPP 
di.s.semination  costs. 

Nonetheless,  to  account  for  any  costs 
that  might  he  incurred  by  a  .small 
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minority  of  health  insurers  to  distrihute 
the  revised  NPPs  in  a  sej)arate  mailing, 
\v(;  have  calculated  the  costs  to  these 
entities  of  doing  .so.  We  describe  onr 
methodology  in  the  following 
paragraphs,  heginning  with  an  estimated 
total  numher  of  Nl’P  recipients.  We  then 
calculate  the  costs  of  printing  and 
.sending  the  revistul  Nl’I’  hv  separate 
mailings  to  all  reci])ients  and  e.stimate 
that  no  more  than  10  percent  ofthe.se 
costs  will  actually  he  incurred. 

Because  the  I’rivacy  Rule  nscjidres  that 
only  the  named  insured  or  policy  holder 
is  notified  of  changes  to  the  health 
plans’  privacy  practices  even  if  that 
policy  also  covers  dependents,  we 
exjiect  that  only  j)olicy  holders  will 
receive  the  revi.sed  .NPl’s  mandated  hv 
this  ride.  This  assumption  is  consistent 
with  the  practices  of  public  programs, 
such  as  Medicare,  which  has  a  policv  of 
mailing  one  notice  or  a  set  of  program 
materials  to  a  hou.sehold  of  four  or  fewer 
hiMieficiaries  at  the  same  address.  As  a 
result,  although  there  are  50.7  million 
individual  Medicare  beneficiaries,  the 
jjrogram  only  .sends  out  apjjroximatelv 
30  million  jiieces  of  mail  jier  mailing. 

Actuarial  Research  Corporation 
(ARC),  our  consultant,  estimated  the 
numher  of  policy  holders  for  all  cla.sses 
of  insurance  products  to  he 
approximately  183.0  million,  including 
ail  jiuhlic  programs.  The  data  comes 
from  the  Medical  Fxijenditure  I’anel 
.Survey  from  2(M)4-20()0  jirojected  to 
2010.  ARC  estimated  112.0  million 
jH'ivate  .sector  policy  holders  and  71.0 
million  public  “policy  holders.”  The 
total,  including  more  recent  Medicare 
data,  is  188.3  million  jiersons  (which 
results  ill  roughly  a  split  of  00  jiercent 
jirivate  policy  holders  and  40  percent 
public  “policy  holders"),  whom  we 
exjiect  to  receive  NPPs  from  their  plans. 
The  estimates  do  not  capture  pidicv 
holders  who  are  in  hosjiitals  or  nursing 
homes  at  the  time  of  the  survev,  or 
individuals  who  may  have  been  insured 
under  more  than  one  jilan  in  a  year,  for 


example,  hecau.se  their  job  status 
changed,  they  have  su])plemental 
policies,  or  they  have  more  than  one 
em])lover,  creating  duplicate  coverage, 
'rherefore.  ARfi  recommended  we  use 
200  million  for  the  numher  of  Nl’Ps  that 
will  actually  he  sent. 

We  estimate  the  costs  of  drafting, 
printing,  ami  distrihuting  the  NPP  to  all 
potential  recijiients  to  he  the  following. 
i*’irst.  drafting  the  NPB  is  estimated  to 
reiiuire  one-third  hour  of  legal  .services 
at  a  cost  of  .$28  x  1 .500  insurance  plans 
and  insurance  admini.strative  entities, 
which  eipials  .S42.0t)0.  .Second,  we  need 
to  calculate  in  inting  and  distribution 
co.sts  for  all  jiotential  reci]dent.s 
assuming  the  revi.sed  notice  would  he 
sent  in  a  .sejiarate  mailing.  As  with 
providers,  we  e.stimate  the  cost  of 
jn  inting  the  NPP.  which  includes  the 
co.st  of  paper  and  actual  printing,  to  he 
.$0.10  per  notice.  Therefore,  we  estimate 
the  co.st  of  jn  inting  200  million  notices 
for  mail  distrihution  at  $20  million. 
Further,  we  estimate  the  co.st  of 
distrihuting  the  NPl^s,  including  clerical 
time  and  jiostage  in  the  same  manner  as 
these  co.sts  were  e.stimated  for  the 
Breach  Notification  for  IJn.secured 
Protected  Health  Information 
Regulations.  Thus,  we  assume  that  an 
offii;e  worker  could  jirocess  and  .send 
100  mailings  jier  hour  at  a  co.st  of  $22.53 
j)er  hour,  jilus  a  jiostage  co.st  of  $0.45 
j)er  mailing.  If  notices  were  reijuired  to 
lie  mailed  to  the  200  million 
beneficiaries  in  the  sixty-day  timeframe, 
the  distrihution  costs  would  he  $135 
milliou  (200  million/100  jier  hour  x 
$22.53  =  .$45  million  -i-  $90  million  (200 
million  x  $0.45)).  Total  jirinting  and 
distrihution  co.st  would  have  been  $155 
million,  if  all  jiolicy  holders  received 
sejiarate  NPP  mailings.  Third,  as 
di.scussed  above,  we  exjiect  that  nearly 
all  jilans  and  third  |)arty  administrators 
will  he  able  to  avoid  having  to  do  a 
.se])arate  mailing  of  the  revised  notice 
under  the  new  distribution  jirovisions 
in  this  final  rule,  and  that  only  10 


jiercent  of  these  jdans  will  incur  the 
jirinting  and  distribution  costs.  Using 
the  above  estimates,  we  assume  for  this 
|)ur|)o.se  that  20  million  notices  (200 
million  total  notices  x  10‘X>)  will  he 
need  to  he  jirinted  and  .sent  through  a 
sejiarate  mailing,  at  a  total  co.st  of  $15.5 
million  ($2  million  jninting  +  $13.5 
million  mailing).  Therefore,  the  total 
co.st  to  all  jilans  for  drafting,  jninting. 
and  distrihuting  the  NPP  is 
ajjjiroximately  $15.5  million.  We  note 
that  even  this  total  may  he  an 
overestimation  of  the  costs  hecau.se 
many  insurers  may  u.se  hulk  mailing 
rates  to  distrihute  their  NPPs  which 
would  reduce  their  mailing  costs. 

The  total  estimated  co.st  for  both 
jiroviders  and  health  jilans  to  notify 
individuals  and  jxilicy  holders  of 
changes  in  their  jn  ivacy  rights  is 
aj)j)roximately  $55.9  million  in  the  fir.st 
year  following  implementation  of  the 
rule. 

A  numher  of  commenters  exjiressed 
general  concern  regarding  the  costs  of 
jninting  and  di.strihuting  new  NPPs  hut 
did  not  jnovide  estimates  of  the  costs 
they  anticijiated  or  (juestion  our 
calculations.  'I’wo  health  jilan 
commenters  e.stimated  that  the  co.sts  of 
jninting  and  mailing  NPPs  to  their 
members  could  reach  uji  to  $1  ()().(){)(). 
However,  they  did  not  jnovide 
information  about  the  facts  and 
assumjitions  underlying  their  analyses, 
including  the  numher  of  beneficiaries  or 
mailings  they  anticijiated,  so  we  were 
unable  to  evaluate  their  estimates.  We 
have  addres.sed  some  of  this  concern  by 
jiermitting  health  jdans  that  maintain  a 
notice  on  their  weh  sites  to  include  their 
NPPs  in  their  annual  mailings,  rather 
than  sejnirately  mailing  the  NPPs  within 
80  days  of  the  material  changes. 

Table  5  below  jiresents  our  analysis  of 
costs  to  the  jiroviders.  insurers,  and 
third  party  administrators  that  are 
reijuired  to  issue  NPPs  under  the  rule.-*** 


TABLE  5— Summary  of  Compliance  Cost  for  Notices  of  Privacy  Practices 


Cost  elements 

Providers 

Flealth  insurers  & 
third  party  adminis¬ 
trators 

Total 

(approx.) 

Draftina  NPPs  . 

Printinq  NPPs  . 

Mailinq  NPPs  . 

$20  million . 

$20.4  million . 

N/A 

$42,000  . 

$2  million  . 

$20  million. 

$22.4  million. 

$13.5  million. 

Total  (approx.)  . 

$40.4  million  . 

$15.5  million . 

$55.9  million. 

'"tloiiltli  f:iinM:l)!iirin^lioiis(!.s  lunction  almost 
oxilusivoly  as  husiiuiss  associates  with  respocl  to 


IIk-  |)rot(?cle(l  ImsiIiIi  information  tliov  maintain  and 
|)roc(!ss.  and  tiKircfon!  have  no  Nl’l’  nKiuiremonts. 
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3.  Ousiness  Associates  and  (iovined 
Entities  and  I'heir  (Contractual 
Relationsliips 

The  rule  extends  liahilitv  for  failure  to 
comply  with  certain  ])rovisions  of  the 
Privacy  and  Security  Rules  directly  to 
hnsiness  associates  and  husiness 
associate  snhcontractors.  Prior  to  this 
rule  and  HITECH,  these  obligations 
applied  to  husiness  associates  and  their 
snhcontractors  indirectly  through 
§§l(j4.5()4(el  and  I(i4.3i4(a).  which 
nupure  that  covered  entities  hy  contract 
re(]nire  husiness  associates  to  limit  uses 
and  discdosures  and  implement  Security 
Rnle-like  safeguards. 

This  final  rule  implements  Section 
13401  of  HITECH  Act.  which  makes 
business  associates  directly  liable  for 
comjjliance  with  many  of  the  same 
.standards  and  imj)lementation 
specifications,  and  a])])lies  the  same 
penalties  to  husiness  associates  that 
ap])ly  to  covered  entities,  under  the 
S(;curity  Rule.  Additionally,  in  accord 
with  Section  13404  of  the  HITE(]H  Act, 
the  rule  recpures  husiness  a.ssociates  to 
comjjly  with  many  of  the  same 
retpnrements,  and  ap]3lies  the  .same 
ixmalties  to  husiness  associates  that 
apj)ly  to  cov(!red  entities,  under  the 
Privacy  Rule.  Husiness  a.ssociates  must 
also  obtain  satisfactory  assurances  in  the 
form  of  a  hnsinciss  associate  agreement 
from  subcontractors  that  the 
subcontractors  will  safciguard  any 
protected  health  information  in  their 
possession.  Finally,  hnsincj.ss  as.sociates 
nuKst  furnish  any  information  the 
S(!cretary  recjiiires  to  inve.stigate 
whc;thc;r  the  hnsiimss  associate  is  in 
compliance  with  the  rcignlations. 

In  the  proposed  rule,  we  assumed  that 
business  associates’  compliance!  with 
their  contracts  range  from  the  minimal 
c:ompliance  to  avoid  c:ontrac;t 
termination  to  being  fully  ceanpliant. 
Furthcir,  we  assumed  that  business 
associates  in  compliance?  with  their 
ce)ntrac:ts  would  ha\'e  already 
designated  j)C!rsonnel  to  he  responsible 
for  formulating  the  organization’s 
j)rivac:y  and  secairity  polic;ies,  j)erformecl 
a  ri.sk  analvsis,  and  invcisted  in 
hardware  and  software  to  ])revent  and 
monitor  for  internal  and  external 
hrc!achc?s  of  ])rc)tec:tecl  hc?alth 
information. 

We  akso  stated  in  the  proposed  rule 
that  while  business  assocaatcis  were 
previously  rceiinred  to  ce)mply  with  the 
HIPAA  Rides  ace:ording  to  the  teams  of 
their  c;ontract.s  with  can'ercul  entities, 
and  we  i?xpec;tecl  that  most  business 
associates  did  so  alrc:ady,  the  risk  of 
criminal  and/or  civil  mc)nc?tarv  penalticis 
may  spur  some  husinciss  assocaatcis  to 
incaciase  their  efforts  to  comply  with  the 


Rnlcis.  We  ex])lainc:d  that  we  have  no 
information  on  the  dcigree  of  ca)ntrac:t 
enforc:emc!nt  and  c:om])lianca)  among 
business  as.socaates,  and  lac:k 
information  rc!garcling  the  size  or  tvi)e  of 
business  associates  that  c:c)ntrac:t  with 
c:overecl  entitiexs.  We  have  only  rough 
cistimates  as  to  the  ovcirall  nnmher  of 
business  as.socaates,  which  range  from 
ajiproximatcily  one  million  to  two 
million  depending  on  the  number  of 
hnsinci.ss  assocaatcis  that  si!rve  multiple 
c:overecl  entitiexs. 

While  we  did  no!  have  spcuafic; 
information  in  this  rcigarcl,  we  a.ssumed 
that  some  husinciss  as.socaates  and 
snhca)ntrac:tor.s  alrciady  c:omplv  with 
cixisting  privacy  and  security  .standards 
in  acc:orclanc;e  with  their  indircui  and 
contractual  obligations.  For  them,  the 
projjosed  rule  would  imjjose  only  a 
limited  hnrden.  For  other  hnsine.ss 
associates,  depending  on  the  current 
level  of  compliance!,  the  jiroposed  ride 
lanilcl  impo.se  significemt  burdens.  We 
rcicpiesteci  canmnents  regarding  the 
amount  of  hnrden  and  the  niimhcir  of 
afflicted  business  associates. 

Several  caanmenters  stated  that 
rec]niring  business  assoiiiates  to 
undertake  caimplianca!  with  the  ride  in 
the  same  way  as  caivered  entities  is 
excaissive  and  hnrclensome,  especially 
because  in  some  lai.ses  hnsine.ss 
associiates  do  not  have  the  same  ty])e  of 
relationship  with  individuals.  Several 
lajinmenters  jjointed  to  the  burden  on 
caivered  entities  and  business  a.ssociates 
to  renegotiate  business  associate 
agreements  and  train  staff,  and  many 
s])ecific:ally  mentioned  that  ixnnpliance 
with  the  Security  Rule  is  particularly 
i;oslly.  One  commenter  stated  that  it  was 
a  hnsine.ss  as.sociate  jiarty  to  “tens  of 
thousands”  of  business  a.ssoc:iate 
c.ontracts,  with  a  signifiiiant  c:o.st  to  bring 
all  into  c;omplianc:c!. 

We  c:ontiniie  to  exj)c?i:t  that  most 
hnsine.ss  as.sociates  and  suhixmtraciors 
have  made  and  ciontinne  to  make  a 
good-faith  effort  to  follow  the  terms  of 
their  cxmtracis.  The  burden  of  the  ride 
on  hnsine.ss  as.sociates  and 
snhi:c)ntrac:tors  depends  on  the  terms  of 
the  cxmtracis  between  ciovered  entities 
and  business  a.ssociates  and  between  the 
hnsine.ss  as.sociates  and  snhciontraiiors. 
and  the  degree  to  whiiii  hnsine.ss 
associates  and  siihcxmtraiiors 
e.stahlished  jjrivacw  policies  and 
ado])tecl  .secairity  measures  that  c.omport 
with  the  HIPAA  Rides.  For  business 
as.sociates  and  suhiaintrac.tors  that  have 
already  taken  HIPAA-i:c)m])liant 
measures  to  proteiit  the  privai;y  and 
seenrity  of  the  protecicai  health 
information  in  their  possession,  as 
recjiiired  hy  their  exi.sting  c;ontrai;ts.  the 
rule  iinjicKses  limited  burden.  We 


estimate  the  ciosts  to  other  business 
associates  later  in  this  seciion. 

A  few  iiommenters  cited  c:oni:c!rns 
about  unfair  lannpetition  for  smaller 
business  associate  entities  that  thev 
believe  will  not  he  able  to  iiompcie  with 
larger  business  a.ssoiiate  entities, 
esjiecially  with  regard  to  contract 
negotiations  iniiuding  indenmificxition 
and  other  risk  allocation  issues. 

We  imder.stand  that  many  .small 
business  assoiiiates  are  c;oni:erned  about 
the  allocation  of  risk  and 
indenmificxition  in  conjunction  with 
their  hnsine.ss  associate  c:ontract.s. 
However,  as  we  di.scnss  in  seciion  IV  D 
above,  as  with  any  c;c)ntrac:ting 
relationship,  business  associates  and 
c:overc!cl  entities  may  include  other 
provisions  that  diciate  and  describe 
their  business  relationship.  While  the.se 
may  or  may  not  inciude  inclenmificiation 
clauses  or  othcir  risk-shifting  provisions, 
the.se  c:ontractual  provisions  and 
relationships  are  outside  the  governancx! 
of  the  HIPAA  Rides. 

Beexiuse  we  understand  that  cxivered 
entities  and  business  a.s.soc:iatc!.s  remain 
cxmixirned  with  the  cx)st  to  bring  their 
business  assoexate  agreements  into 
cx)mj)lianix!  with  the  final  rule,  we  allow 
cxmtraids  to  he  jihased  in  over  one  vear 
from  the  cxanpliance  date  or  20  months 
from  the  puhlicxition  date  of  the  final 
rule,  and  we  expec:t  and  encxiurage 
cx)verecl  entities  and  business  as.socaates 
to  incx)rporatc!  the  exists  of  modifying 
cxmtracts  into  the  normal  renegotiation 
of  contracts  as  the  cxmtracds  exjjire.  As 
we  did  not  recxiive  comments  to  the 
cxintrarv,  we  believe  that  most  cxaitracts 
will  he  renegotiated  over  the  phase-in 
period.  In  addition,  the  Dejiartment  has 
issued  on  its  weh  site  revised  sample 
business  assoc:iate  provisions,  which 
.should  lessen  the  i:o.sts  a.ssociated  with 
c;ontrac:t  modi  filiations. 

As  we  believe  covered  entities 
generally  are  ojierating  under  HIPAA 
cximpliant  cxjiitracts  with  their  hnsine.ss 
a.ssociates.  the  transition  jieriod  and 
availahilitv  of  sample  cxmtract 
provisions  should  make  it  possible  for 
the.se  entities  to  incorporate  any  minor 
cxintract  modifications  into  normal 
cxintract  renegotiations  without  any 
apjireciahle  added  costs.  We  exmtinne  to 
believe  that  all  cxivered  entities  have 
established  business  associate 
agreements  with  their  business 
associates  that  are  ixaisistent  with  the 
recjuirements  of  the  HIPAA  Rules,  as 
ixivered  entities  have  been  subject  to 
direct  liability  under  the  Rules  sincx! 
their  inception  and  have  had  more  than 
half  a  dozen  years  to  make  their 
cxintracts  cximpliant.  However,  to  the 
extent  that  some  c.ontracts  between 
ixivered  entities  and  business  as.sociates 
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are  not  currently  in  full  ci)inj)lianco 
with  the  business  associate  agreement 
provisions,  these  entities  may 
ex|)erience  limited  costs  to  revise  their 
contracts. 

Although  we  are  le.ss  certain  about  the 
curnmt  state  of  business  associate- 
subcontractor  relationshii)s,  we  believe 
that  nuKst  husine.ss  associates  have  made 
a  good  faith  attempt  to  include  the 
appropriate  contractual  requirements. 
,Still.  we  anticipate  that  some  small 
business  associates,  now  that  they  are 
.subject  to  dimct  liability  under  the 
rules,  might  e.stahlish  or  significantly 
modify  their  subcontracts  to  come  into 
compliance  for  the  first  time.  .Such 
business  associates  would  not  he 
eligible  for  the  extended  transition 
period  and,  as  a  result,  would  incur  the 
costs  of  creating  mnv  contracts  or 
reiKigotiating  contracts  out  of  cycle.  In 
the  Final  Privacy  Rule  published  in 
2002.  we  estimated  that  entities  would 
need  hetwecm  one  and  two  hours  to 
develop  and  tailor  a  husine.ss  associate 
agreement  to  their  jjarticular  needs.  .See 
07  FR  .'■)3182.  .'j32r)7.  Taking  the  average 
of  the  lower  and  upper  e.stimates 
jHovided  in  the  earlier  rulemaking,  we 
estimate  that  developing  and  tailoring 
contract  language  normal Iv  would  take 
approximately  00  minutiis  of 
professional  legal  services  at  .SH4..32  ])er 
liour.  '-'  However,  as  in  the  2002  Final 


that  |)roviding  model  language  will 
naluce  the  time  rcKpiired  to  develop 
contract  language  by  at  least  one  third. 
Thus,  we  estimate  that  (;ach  new  or 
significantly  imKlified  contract  between 
a  business  associate  and  its 
subcontractors  will  requin;.  at  most,  one 
hour  of  a  lawver’s  time  at  a  cost  of 
.SH4.32. 

We  believe  that  no  more  than  25 
pcircent  of  1-2  million  business 
associates,  or  2.30. 000-500.000  entities, 
would  not  hav(;  already  made  good  faith 
efforts  to  achieve  conqilianctj  and  will 
need  to  create  or  significantly  modifv 
subcontracts,  resulting  in  total  costs  of 
between  S21  million  and  .S42  million. 

We  exjject  that  each  business 
associate’s  lawyer  will  draw  iq)  one 
standard  contract  to  use  for  all  of  its 
subcontracts.  We  do  not  attribute 
contract  nwision  co.sts  to  subcontractors 
because  the  re(juiri;d  contract  provisions 
are  not  negotial)le  and  subcontractors 
will  need  to  only  sign  the  agreement. 

We  note  that  our  estimatcul  cost  likcdy 


is  an  overestimate  because  the  group  of 
small  husine.ss  a.ssociates  that  may  l)(! 
le.ss  likely  than  others  to  have  comj)liant 
contracts  in  j)lace  with  subcontractors 
are.  becau.se  of  their  sizi;,  also  less  likely 
to  have  any  subcontractors  at  all. 

Finally,  in  res])onse  to  the 
commenters  c:oncern(!d  with  tin;  cost 
and  burden  on  business  associates  to 
come  into  full  compliance  with  the 
.Security  Rule,  we  have  taken  another 
look  at  the  underlying  assumiitions  in 
the  projjosal.  W(!  continue  to  believe 
that  business  associates  have;  engaged  in 
privacy  practices  in  compliance  with 
their  contractual  obligations  to  use  and 
disclo.se  j)rotected  health  information  as 
limited  by  the  Privacy  Rule  and  their 
])articnlar  contracts  with  covered 
(mtities.  Therefore,  as  we  hav(;  stated 
above,  we  do  not  believe  that  the 
extension  of  liability  for  compliance 
with  Privacy  Rule  recjuirements  as 
identified  in  this  ridemaking  will 
im|)o.se  any  new  costs  or  burdens. 

With  regard  to  the  Security  Rnli;, 
which  was  of  |)articnlar  concern  to 
commenters  as  to  the  compliance  costs 
on  business  a.ssociates,  we  also  continue 
to  believe  that  business  a.ssociates.  in 
providing  their  adeipiate  assurances  to 
safeguard  electronic  protected  health 
information  through  their  business 
associate  contracts,  have  implemented 
.security  ])rotections  that  meet  the 
standards  and  r(!(|nired  implementation 
s])ecifi(:ations  in  the  .Security  Rule. 
Further,  we  continue  to  believe  that 
bnsine.ss  associates  have  made  the 
neces.sary  investment  in  hardware  and 
software  to  secure  the  electronic 
|jrotected  health  information  as  part  of 
the  investment  in  the  hardware  and 
software  needed  for  their  management 
and  ))roi:es.sing  of  this  information  to 
perform  their  bnsine.ss  associate 
functions  and  comply  with  the  contract 
reiinirements  at  1()4. 314(a).  However, 
ba.sed  on  the  rxmnnents,  we  now  bidieve 
tliat  some  business  a.ssociates, 
])articularly  smaller  business  associates 
that  may  have  access  to  electronic 
jirotected  health  Information  for  limited 
])urpo.se.s.  may  not  have  engaged  in 
certain  of  the  formal  administrative 
safeguards.  For  example,  these  entities 
may  not  have  performed  a  ri.sk  analysis, 
established  a  risk  management  jirogram. 
or  designatiid  a  security  official,  and 
may  not  haye  written  policies  and 
procedures,  conducted  enqiloyee 
training,  or  documented  compliance  as 
reiiuired  undiir  §§  1(14.308  and  104.310 
of  the  .Security  Rule. 

We  do  not  haye  information  on  what 
percentage  of  bnsine.ss  associates  may 
haye  to  engage  in  efforts  to  comply  with 
some  of  the  admini.stratiye  safeguard 
standards,  including  documenting  their 


])olicies  and  procedures  and  training 
their  enqiloyees  on  the  policies  and 
proceduriis,  nor  did  the  comments  on 
the  imjiact  statement  offer  any  sjiecific 
information  to  proyide  an  estimate.  We 
assume  that  iq)  to  80  percent  of  the  1- 
2  million  business  a.ssociates,  or 
between  8()(),0()()  and  1.0  million 
business  a.ssociates,  may  handle 
electronic  protected  health  information 
and  thus  may  haye  to  document  their 
existing  security  jirotocols.  F’urther,  of 
these  business  as.sociates,  we  a.ssume 
that  no  more  than  25  ])ercent  are  likely 
to  incur  some  cost  to  document  their 
admini.stratiye  .safeguards  and  their 
jjolicie.s  and  jnocednres  as  now  required 
l)y  statute  and  these  regulations.  We 
belieye  that  our  original  assumption  of 
compliance  with  all  .Secairity  Rule 
recpiirements  remains  sound  for  the  rest 
of  the  business  associates,  and  we 
receiyed  no  siibstantiye  comments  to 
the  contrary. 

'I'he  costs  of  coming  into  full 
conqiliance  with  the  admini.stratiye 
.safeguard  ])rocednre.s,  such  as 
performance  of  a  risk  analysis  and 
deyelo])ment  of  a  risk  management  jdan, 
will  yary  dejiending  on  the  size  and 
comjdexity  of  the  business  associate,  tin; 
scope  of  their  duties  for  the  coyered 
entity  and  the  ])rotected  health 
information  they  must  .secure,  and  the 
degree  to  which  their  prior 
documentation  of  their  security 
protocols  falls  short  of  conq)liance  with 
the  standards  in  the  .Security  Rule.  In 
the  original  .Security  Rule,  we  e.stimated 
that  coyered  entities  would  need 
a])])roximately  Ki  hours  to  document 
their  policies  and  jn'oeedures.  .See  88  FR 
8334,  8388.  As  these  ))olicies  and 
procedures  are  the  reflection  of  the  risk 
management  jilan,  which  in  turn  is 
ba.sed  on  the  risk  analysis,  we  bidieye 
that  this  estimate  would  be  inclusiye  of 
that  time.  We  belieye  it  will  take 
business  associates  on  ayerage  much 
less  time  to  document  their  .security 
relatiid  jiolicies  and  procedures,  because 
they  haye  likely  already  engaged  in 
most  of  the  analysis  a.ssociated  with  the 
adoption  of  security  ])rotocols.  eyen  if 
they  may  not  haye  formally  reduced  all 
such  ])rolocoI.s  to  writing,  and  because 
the  scope  of  their  re.s])onsibilitie.s  will 
generally  be  much  more  constrained 
than  that  of  the  coyered  entity  with 
whom  they  haye  contracted.  In  addition, 
while  coyered  entities  mn.st  perform 
the.se  ta.sks  with  res])ect  to  their  entire 
busimiss,  generally  only  a  small  ])art  of 
any  business  associate  is  inyolyed  with 
electronic:  protcicted  health  information. 

Extra]K)lating  from  our  estimate  in  the 
original  .Security  Rule  that  entities 
would  require  approximately  18  hours 
to  im])lement  and  document  Security 


lUlp-.i/www.hh.f^tn/Dvs/fiiricnt/ 
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Rule  c;oni])lian(:e  measures  for  the  first 
time,  and  ai)])lying  the  a.ssumjUion  that 
most  of  these  measures  already  are  iu 
])laee.  we  e.stimate  that  these  husiuess 
associates  will  need  only  hcitweeu  2  aud 
.5  hours  to  formalize  or  ujidate  their 
applicahle  admiui.strative  safeguards. 
We  would  cost  the  time  needed  to  come 
into  com})liauce  at  .S.5(i.01/hour.‘’" 
According  to  these  assumptions,  the 
range  of  co.sts  that  any  one  husiue.ss 
associate  would  incur  to  comply  with 
the  new  statutory  aud  regulatory 


requinmieuts  would  he  between  .$113 
aud  $283,  as  first  year,  one-time  costs. 
Assuming  that  husiue.sses  associates 
with  access  to  electronic  jirotected 
health  information  represent  80  percent 
of  1  to  2  million  total  business 
a.ssociates  (or  80(),0()()  to  1.0  million 
total),  the  aggregated  co.sts  for  all 
business  associates  are  estimated  to  he 
between  approximatelv  $22.0  million 
and  $113  million.  (25  percent  of  800, 000 
husiue.ss  associates  =  200.000;  200.000  x 
$113  (2  hr  @  $50.01 /hr)  =  $22.0  million. 


25  percent  of  1.0  million  husiue.ss 
associates  =  400.000;  400,000  x  $283  (5 
hr  @  $50. 01/hr)  =  $113  million.)  These 
costs  repre.sent  one  time  first  vear  co.sts 
for  full  compliance  by  business 
associates  with  the  .Security  Rule 
recjuirements. 

'fable  0  below  presents  the  range  of 
our  estimates  of  the  costs  to  business 
associates  of  achieving  com])liance  with 
the  rules. 


TABLE  6— Business  Associate  Cost  Estimates  in  2011  Dollars 


Data  element 

Security  rule  compliance 
documentation 

BAA  between  business  as¬ 
sociates  and  subcontractors 

Estimated  number  of  affected  entities  . 

Hours  needed  to  complete  compliance  activities  . 

Cost  per  hour  . 

Total  cost  . 

200,000-400,000  BAs  . 

2-5  hours  per  BA  . 

$56.61  . 

$22.6  million-$113  million  .. 
_ 1 

250,000-500,000  BAs. 

1  hour  per  BA. 

$84.32. 

$21  million-$42  million. 

Respon.se  to  Other  Public  Commeids 

(Joninwnt:  One  commenter  suggested 
that  business  associates  will  he  reluctant 
to  contract  with  covered  entities  due  to 
pcirceived  increased  risks  a.ssociated 
with  such  contracts,  and  covered 
entities  will  he  forced  to  hire  more  staff 
at  additional  costs. 

/fe.s7Jo;7.se;  While  the  HIPAA  Rules 
now  im])ose  direct  liability  with  regard 
to  com])liance.  business  a.ssociates  were 
previously  contract uallv  liable  for 
comidiance  with  these  provisions. 
Further,  whether  a  covered  entity  uses 
workforc:e  members  or  business 
associates  to  perform  its  operations 
remains  a  decision  for  the  covered 
entity.  As  this  commenter  did  not 
jnovide  specific  information  about  his 
concerns,  we  cannot  cpiantify  the  costs 
associated  with  this  comment,  nor  do 
we  have  a  basis  for  concluding  that 
business  associates  will  refuse  to 
contract  with  covered  entities  as  a  result 
of  this  rule. 

Comment:  One  commenter  suggested 
that  recpnring  business  a.ssociate 
agreements  will  increase  the  costs  of 
litigation. 

Response:  As  husine.ss  a.ssociate 
agreements  were  recpdred  under  the 
HIPAA  Rules  ])reviously,  and  as  the 
commenter  did  not  include  s))ecific 
information  about  what  costs  he 
txdieves  will  increase,  we  do  not  believe 
such  a  reciuirement  will  increase 
litigation  generally. 


\V(!  liavi!  usod  till!  nuulian  wage  rale  deserilied 
liy  the  II. .S.  Hureaii  id' Labor  .Slali.stics  in  its  201  1 
National  (ioinpensation  .Snrvev  lor  the  ealegorv  ol 


4.  Qualitative  Analvsis  of  lIiKpiautified 
Co.sts 

a.  Authorization  for  Uses  and 
Disclosures  of  Protected  Health 
Inforniiition  for  Marketing  and  .Sale  of 
Protected  Health  Information 

The  final  rule  modifies  the  definition 
of  “marketing”  to  encompass  treatment 
and  health  care  ojierations 
communications  to  individuals  (ihout 
health-related  products  or  .services  if  the 
covered  entity  receives  financial 
remuneration  in  exchange  for  making 
the  communication  from  or  on  behalf  of 
the  third  jiarty  who.se  product  or  service 
is  being  described.  A  covered  entity 
must  obtain  an  individual’s  written 
authorization  prior  to  .sending  marketing 
communications  to  the  individual. 

In  the  jiroposed  rule,  we  reijuested 
comment  on  the  extent  to  which 
covered  entities  currently  receive 
financial  remuneration  from  third 
parties  in  exchange  for  sending 
information  to  individuals  about  the 
third  jiarties’  health-related  jnoducts  or 
services.  In  general,  commenters  did  not 
indicate  that  comjilying  with  the  final 
rule  would  he  administrativelv 
burdensome,  hut  some  commenters 
exjires.sed  a  general  conctirn  over  the 
potential  loss  of  revenue  given  the  new 
restrictions  on  ntceiving  financial 
remuneration  from  a  third  party  to  send 
health-related  communications  to  an 
individual.  These  comments  a])pear  to 
indicate  that  most  covered  entities 
would  not  attempt  to  obtain 
authorizations  for  the  now  prohibited 
communications  hut  rather  would  forgo 


Managiimont  Analysts  (inniutling  riispimsibilitios 
tiir  ilosigning  syslnms  ami  pronmlurns).  which  is 
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making  them  altogether.  We 
acknowledge  the  potential  for  .some  lost 
revenue  due  to  the.se  modifications  in 
cases  where  covered  entities  are 
currently  receiving  financial 
remuneration  from  third  parties  to  .send 
health-related  communications  to 
individuals.  However,  as  we  do  not 
know  to  what  extent  covered  entities 
today  curnmtly  oj)erate  in  this  manner, 
and  commenters  did  not  include 
specific  information  in  this  regard,  we 
do  not  hav(!  data  that  could  inform 
(juantifying  such  loss. 

'The  final  rule  akso  reciuires  an 
individual’s  authorization  before  a 
covered  entity  may  di.sclose  protected 
health  information  in  exchange  for 
remuneration  (i.e..  “sell”  protected 
health  information),  even  if  the 
disclosure  is  for  an  otherwi.se  j)ermitted 
disclosure  under  the  Privacy  Rule.  'The 
final  rule  includes  several  excejjtions  to 
this  authorization  recpurement.  In  the 
propo.sed  rule,  we  .stated  that  on  its  face, 
this  new  jjrohihition  would  aj)pear  to 
increa.se  the  burden  to  covered  entities 
by  requiring  them  to  obtain 
authorizations  in  situations  in  which  no 
authorization  is  currently  required. 
Howev(;r.  we  believed  such  a  scenario  to 
he  uidikelv.  Wt;  believed  most 
individuals  would  not  authorize 
di.sclosures  of  their  protected  health 
information  when  they  were  informed 
the  covered  entity  would  he 
remunerated  for  the  di.sclosure.  Thus, 
we  believed  covered  entities  would 
simply  discontinue  making  such 
disclosures  as  it  would  not  he 


oes/ciinvni/ors  luil.him  .  To  llii.s  wagii  rain  wn  liavi: 
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worthwhile  for  covered  caitities  to 
continue  to  attempt  to  obtain  such 
authori/.ations.  We  recpiested  comnnait 
on  the.se  assumptions. 

As  notcul  al)ov(!.  the  retiiiirement  to 
obtain  authorization  to  receive 
niimmeration  to  make  a  disclosure  of 
protected  health  iuformatiou  contains 
.s(!veral  exceptions.  In  the  propo.sed  rule, 
we  exj)re.ssed  our  belief  that  covered 
entities  would  not  incur  additional  co.sts 
to  continue  making  most  of  tin;  excepted 
disclosures  as  such  exceptions  were  not 
con.strained  or  limitcul  in  any  way  and 
thus,  would  not  change  tin;  status  (pio. 
However,  we  recognized  that  the 
exception  for  re.s(;arch  disclosures  may 
impo.se  additional  burden  on 
r(!searcher.s  as  it  was.  consistent  with 
the  .statute,  a  conditional  exception. 
Covered  entities  would  he  able  to 
disclose  protef;ted  health  information 
under  the  research  exception  only  to  the 
extent  any  remuneration  received  in 
exchange  for  the  information  did  not 
exceed  the  cost  to  ])roduce  and  transmit 
the  information.  Thus,  we  nicognized 
that  researchers  who  purcha.se  data  from 
covered  entities  may  now  incur 
additional  co.sts  as  a  result  of  the  final 
rule,  in  ord(!r  to  obtain  newlv  nKpiinul 
authorizations,  if  they  are  currently 
|)aving  a  covered  entity  more  than  the 
cost  to  j)roduce  and  transmit  the 
protected  health  information  (e.g..  an 
incentive  pavment  to  j)rodnce  the  data) 
and  the  covenul  (mtity  is  not  willing  to 
acce])t  onlv  the  co.sts  to  prej)are  and 
transmit  the  data.  It  was  akso  recognized 
that  some  re.search  may  he  jeopardizcxl 
to  the  extent  that  authorizations  for  the 
entity  to  receive  the.se  incentive 
j)ayment.s  could  not  h(!  obtained  from 
subjects.  On  the  other  hand,  to  the 
extent  cov(!red  entities  agreed  to  receive 
oidy  the  costs  to  prej)are  and  transmit 
the  data,  the.se  entities  would 
experience  a  loss  of  revenue  while 
researchers  would  exjierience  a 
corre.s|)onding  decrease  in  costs,  and 
current  disclosures  for  re.search 
jnirjjo.ses  could  continue  without 
authorization.  While  we  acknowledged 
the  potential  costs  under  this  provision, 
we  stated  that  we  have  no  information 
on  tin;  amounts  currently  paid  to 
covenul  entities  by  re.searchers  for 
protected  health  information,  and  thus, 
liad  no  way  to  e.stimate  the  impact  of  the 
provision.  We  solicited  comment  in  this 
area. 

Overall,  commenters  did  not  indicate 
that  obtaining  authorization  prior  to 
disclosing  protected  health  information 
in  exchange  for  remuneration  would 
result  in  an  increased  burden  or  cost  for 
the  covered  (intity.  However,  one 
commenter  did  estimate  that  obtaining 
additional  authoriz<itions  mav  co.st 


api)roximately  S22  to  .$28.  pin"  patient. 
.Some  commenters  indicated  it  may  l)e 
burdensome  to  determim!  if 
remuneration  was  in  fact  received  by 
the  entity. 

Th(!  comments  on  this  ])rovision  did 
not  alter  our  belief  that,  in  gcmeral. 
covered  entities  would  discontinue 
making  di.sclosures  in  exchange  for 
remuneration  that  recpiire  the 
individual’s  authorization,  given  the 
unlikelihood  most  individuals  would 
agree  to  authorize  such  disclosures. 
Further,  there  are  a  numher  of 
exceptions  to  the  general  ])rohil)ition 
that  allow  a  cov(;red  entity  to  continue 
to  operate  “status  (pio”  with  respect  to 
:>  numher  of  types  of  disclosures,  even 
if  the  covered  entity  receives 
remuneration.  In  response  to  the 
comments,  we  acknowledge  that  it  may 
h(!  difficult  to  determine  whether 
remuneration  has  been  received  by  a 
covered  entity.  ])articularly  since  the 
prohibition  encompasses  both  direct 
and  indirect  (i.e..  non-financial) 
remuneration.  W(;  expect  to  issue  future 
guidance  on  tins  toj)ic  to  assist  entiti(!S 
in  complying. 

With  res])ect  to  the  amounts  currently 
paid  to  covered  entities  by  r(!.s(!arc:b(!rs, 
some  commenters  indicatiid  as  a  geinnal 
concern  that  limiting  remuneration 
receiv(!d  by  cov(!n;d  entities  from 
re.searchers  may  ])rovide  a  disinccmtivc; 
for  covered  entities  to  continue  assisting 
r(!.searcher.s  in  their  efforts.  However, 
comnnmters  did  not  (piantify  what  they 
an;  paying  covered  entities  above  the 
costs  t{)  ])repare  and  transmit  the  data, 
nor  did  they  ])rovide  information  that 
would  give  the  Department  an  idea  of 
the  extent  to  which  covered  entities 
receive  such  payments.  Thendbre.  while 
we  acknowledge;  the  potential  for  some 
lost  revenue  to  cov(;red  entities  due  to 
these  modifications  or  some  additional 
co.sts  to  re.searchers  to  obtain 
authorizations,  we  do  not  have  data  that 
could  inform  (piantifying  such  costs.  At 
the  same  time,  we  note  that  we  have 
made  some  clarifications  in  the  above 
preamble  discussion  regarding  these 
provisions  that  we  believe  would  lessen 
any  such  iinjiact.  Sjjecifically.  the 
preamble  (.‘xplains  that  we  do  not 
consid(;r  a  sale  of  protected  health 
information  to  (;ncom])a.ss  j)avment.s  a 
covered  entity  may  rec(;ive  in  the  form 
of  grants,  or  contracts  or  other 
arrangements  to  ])erform  programs  or 
activities,  such  as  a  re.s(;arch  study, 
where  any  i)rovision  of  protected  health 
information  to  the  payer  is  a  byproduct 
of  tin;  service  being  provid(;d.  Thus,  the 
])ayment  by  a  r(;search  sponsor  to  a 
covered  entity  to  conduct  a  re.search 
study  is  not  considered  a  .sale  of 
protected  health  information  even  if  tin; 


.study  involves  disclosing  r(;.search 
r(;.sult.s  that  include  ])rotected  health 
information  to  the  sjnmsor.  In  contrast, 
a  .sale  of  ])rotected  health  information 
includes  di.sclo.sur(;s  of  protected  health 
iidbrmation  when;  a  covered  entity  is 
r(;ceiving  remuneration  from  or  on 
b(;half  of  the  recipient  of  the  data  for  the 
information  itself.  I’hus.  a  disclosure  of 
protected  health  information  by  a 
coven;d  entity  to  a  third  party 
researcher  that  is  conducting  the 
research  in  (;xcbange  for  remuneration 
would  fall  within  tbe.se  provisions, 
nnle.ss  the  only  r(;numeration  received 
is  a  r(;a.sonable,  co.st-ba.sed  fee  to  cover 
the  co.st  to  prepare  and  transmit  the  data 
for  such  purposes. 

b.  Individual  Right  To  Opt  Out  of 
Fundraising  (]onnnnnications 

The  current  Privacy  Rule  r(;(]uir(;s 
cover(;d  (;ntitie.s  give  individuals  the 
opportunity  to  opt  out  of  receiving 
future  fundraising  f:omnumication.s 
from  the  entity.  3'he  H1TE(]H  Act  and 
final  rule  .str(;ngthen.s  the  o])t  out  bv 
retjuiring  that  it  be  cl(;ar  and 
conspicuous  and  that  an  individual’s 
choice  to  o])t  out  should  be  treated  as 
a  revocation  of  authorization.  While  the 
rule  specified  that  a  clear  and 
conspicuous  o])t  out  method  must  not 
cause  an  individual  to  incur  an  undue 
burden  or  more  than  a  nominal  cost. 
pro])o.sed  rule  did  not  specify  the 
m(;thod  to  lx;  em|;loyed  but  rather  left 
it  up  to  the  discr(;tion  of  the  covered 
entity.  We  r(;cjn(;.st(;d  comment  on  the 
(;xtent  to  which  the  re(pnr(;ment  that  the 
opportunity  to  elect  not  to  r(;ceive 
further  fundraising  communications  lx; 
clear  and  conspicuous  would  have  an 
impact  on  covered  entities  and  their 
current  fundraising  materials. 

(Iverall,  commenters  did  not  indic:ate 
that  r(;(]niring  the  opt  out  for  further 
fundraising  to  be  clear  and  consjjicnous 
would  greatly  iinjiact  cover(;d  entities 
and  their  current  fundraising  efforts  or 
])rovide  specific  antici])ated  costs  in  this 
r(;gard.  Rather,  some  comment(;r.s 
indicated  that  they  already  provide  ])re- 
paid,  pre-printed  postcards  for  this 
])urpose  with  fundraising  mailings  and 
doing  .so  is  neither  costly  nor  im])os(;s 
a  significant  burden  on  the  individual 
who  wi.sh(;.s  to  o])t  out  of  further 
communications.  Based  on  this 
feedback  and  the  continued  flexibility 
in  the  final  rule  to  choose  the  opt  out 
m(;thod  (e.g.,  toll-free  number.  j)o.st- 
card),  we  do  not  believe  that  the 
r(;(pnrement  that  fundraising  opt-outs  be 

c. l(;ar  and  cons])icnon.s  will  result  in 
significant  new  costs  to  covered  entities. 

I’urtber,  while  some  commenters  did 
indicate  that  a  j)re-solicitation  o])t  out 
would  be  co.stlv  for  cover(;d  entities  in 
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ros])ons(:  to  our  rocjuest  for  coniiiKMit  on 
tliis  issue,  as  a  result  of  this  general 
o|)j)osition,  the  final  rule  does  not 
change  the  current  reciuireiuent  that 
covered  entities  only  need  to  include  an 
opt-out  with  any  solicitation  .sent  to  an 
individual  rather  than  to  the  first 
fundraising  coininnnication. 

c.  Individuals’  Access  to  Protected 
1  lealth  Information 

In  this  final  ride,  we  strengthen  an 
individual’s  right  to  receive  an 
electronic  copy  of  his  or  her  protected 
health  information.  Sjiecificallv.  as  was 
pro])o.sed,  the  final  rule  reiinires  that  if 
an  individual  re(]ne.sts  an  electronic 
cojiy  of  jirotected  health  information 
that  is  maintained  electronically  in  one 
or  more  designated  record  sets,  the 
covered  entity  mn.st  jirovide  the 
individual  with  access  to  the  electronic 
information  in  the  electronic  form  and 
format  requested  by  the  individual,  if  it 
is  readily  jiroducihle,  or,  if  not,  in  a 
readable  electronic  form  and  format  as 
agreed  to  by  the  covered  entity  and  the 
individual.  Also,  as  in  the  ])roposed 
ride,  the  final  rule  provides  that  a 
covered  entity  may  charge  a  fee  for  costs 
associated  with  labor  and  supplies  for 
creating  an  electronic  cojiy,  including 
electronic  portable  media  if  agreed  to  by 
the  individual,  and  clarifies  tliat  a 
covered  entity  may  charge  for  postage  if 
an  individual  reijiiests  that  the  covered 
entity  transmit  jiortahle  media 
containing  an  electronic  copy  through 
mail  or  courier.  I  lowever,  covered 
entities  may  not  include  fees  assot:iated 
with  maintaining  sy.stems.  retrieval 
costs,  or  infrastructure  costs  in  the  fee 
they  charge  to  provide  an  electronic 
copy. 

We  continue  to  believe  that  this 
requirement  will  not  result  in 
significant  new  burdens  on  covered 
entities.  Individuals  already  had  a  right 
to  access  jirotected  health  information 
maintained  in  electronic  designated 
record  sets  under  the  jirior  Rule,  and 
already  had  a  right  to  receive  an 
elet:tronic  coj)v  of  such  information  to 
the  extent  the  electronic  copy  was 
readily  jiroducihle  by  the  covered 
entity.  The  Rule  jirovides  significant 
flexibility  to  covered  entities  in 
honoring  individuals’  reijiiest  for 
electronic  acce.ss.  While  a  covered  entity 
must  jirovide  some  tyjie  of  electronic 
cojiv  to  an  individual  who  recjiiests  one, 
a  covered  entity  is  not  reijuired  to 
Jirovide  the  exact  form  of  the  cojiy  or 
access  reijnested  by  the  individual  if  it 
is  not  readily  jiroducihle  in  such  form. 
Thus,  covered  entities  may  jirovide 
readily  jiroducihle  electronic  cojiies  of 
jirotected  health  information  that  are 
currently  available  on  their  various 


systems.  A  covered  entity  is  not 
reijuired  to  jiurchase  new  software  or 
sy.stems  in  order  to  accommodate  an 
electronic  cojiy  reijue.st  for  a  sjiecific 
form  that  is  not  readily  jiroducihle  liv 
the  covered  entity  at  the  time  of  the 
reijuest,  ju'ovided  that  the  covered  entitv 
is  able  to  jirovide  .some  form  of 
electronic  cojiy.  Further,  in  cases  where 
an  individual  choo.ses  not  to  accejit  the 
electronic  cojiy  that  is  readily 
Jiroducihle  by  the  covered  entity,  a  hard 
cojiy  may  he  offered. 

We  did  hear  from  several  commenters 
that  some  legacy  or  other  systems,  while 
cajiahle  of  jiroducing  a  hard  cojiy  as 
jireviously  reijuired  under  the  existing 
access  reijuirement,  may  not  he  cajiahle 
of  Jiroducing  any  electronic  cojiy  at 
jiresent.  In  the.se  ca.ses,  covered  entities 
may  incur  some  co.st  burden  in  order  to 
Jiurchase  software  or  hardware  to 
jiroduce  some  kind  of  electronic  cojiv 
for  electronic  information  held  in 
designated  record  sets  on  such  legacy 
systems.  However,  covered  entities  are 
not  required  to  jiurchase  additional 
software  or  hardware  to  meet 
individuals’  sjiecific  retjuests,  as  long  as 
at  least  one  tyjie  of  electronic  cojiy  is 
available.  We  anticijiate  some  co.st  will 
he  incurred  by  covered  entities  with 
such  systems;  however  we  did  not 
receive  comments  on  the  extent  of  these 
costs,  or  the  numher  of  covered  entities 
with  legacy  .svstems  that  will  need  to 
incur  such  costs. 

d.  Right  To  Restrict  (Certain  Disclosures 
to  a  1  lealth  Plan 

The  final  rule  reijuires  that  a  covered 
health  care  jirovider  agree  in  most  cases 
to  an  individual’s  request  to  restrict 
disclosure  to  a  health  jilan  of  the 
individual’s  jirotected  health 
Information  that  jiertains  to  a  health 
care  service  for  which  the  individual 
has  jiaid  the  health  care  provider  in  full 
out  of  jiocket.  This  is  a  change  from  the 
jirior  rule,  which  jirovided  individuals 
with  the  right  to  request  a  restriction  on 
certain  disclosures;  however,  a  covered 
entitv  was  not  recjuired  to  agree  to  the 
restriction,  whatever  the  circumstances. 
We  do  not  believe  that  covered  health 
care  jiroviders  will  incur  sulistantial 
co.sts  to  imjilenient  this  exjianded  right 
for  a  numher  of  reasons.  First,  in  order 
to  comjily  with  the  rule  jirior  to  this 
change,  a  covered  entity  is  already 
required  to  have  jirocesses  and 
jirocedures  in  jilace  for  accejiting  and 
considering  individuals’  reque.sts  for 
restrictions,  even  if,  as  a  general  matter, 
the  covered  entity  declines  to  agree  to 
such  reijuests.  This  final  rule  does  not 
require  new  or  different  jiroces.ses  for 
receiving  and  reviewing  reijnests  for 
restrictions,  jiust  that  the  covered  entity 


honor,  in  most  cases,  a  ,self-jiay  jiatient’s 
request  for  a  restriction  to  a  health  jilan. 
Second,  for  tho.se  covered  health  care 
jiroviilers  that  do  not  currently,  hut  will 
now  he  reijnired  to,  accommodate 
requests  by  self-jiay  jiatients  to  re.strict 
disclosures  to  a  health  jilan.  the  final 
rule  Jirovides  significant  flexihilily  in 
how  Jiroviders  are  to  honor  an 
individual’s  reijuest  and  the  jireamlile 
makes  various  clarifications  in  resjion.se 
to  comments  as  to  how  to  ojierationalize 
this  new  requirement.  For  examjile,  the 
final  rule  makes  clear  that  a  health  care 
Jirovider  is  not  reijuired  to  sejiarate  or 
segregate  records  in  order  to  ensure  an 
individual’s  restriction  request  is 
honored.  Rather,  the  final  rule  leaves  it 
to  the  discretion  of  the  jirovider  as  to 
how  to  flag  information  that  is  the 
subject  of  a  restriction.  Further,  the  final 
rule  Jirovides  flexibility  as  to  how 
restriction  reque.sts  for  certain  .services, 
.such  as  liundled  services,  are  to  he 
handled,  as  well  as  what  reasonable 
efforts  should  he  made  to  obtain 
jiayment  from  an  individual  who.se 
original  form  of  jiayment  has  been 
dishonored,  jirior  to  re.sorting  to  hilling 
the  health  jilan  for  the  service.  Finallv. 
in  resjionse  to  comments  regarding  the 
jiotential  burden  and  co.st  of  doing  .so, 
the  final  rule  does  not  re(juire  health 
care  jiroviders  to  inform  down.stream 
Jiroviders  who  may  receive  the 
individual’s  jirotected  health 
information,  such  as  a  jiharmacv  or 
sjieciali.st.  of  a  restriction,  given  the  lack 
of  automated  technologies  to  sujijiort 
such  a  recjuirement. 

Notwithstanding  the  above,  we 
acknowledge  that  there  will  he  some 
additional  liurden  on  certain  health  care 
Jiroviders  to  ensure  an  individual’s 
recjuest  to  re.strict  a  di.sclosure  to  a 
health  jilan  is  honored  where  such  a 
nujuest  would  not  have  been  honored  in 
the  jia.st.  However,  we  do  not  have  data 
to  inform  quantifying  an  e.stimated  co.st 
in  this  area.  For  examjile,  we  do  not 
have  data  on  the  numlier  of  jiroviders 
that  currently  accommodate  recjue.sts 
from  self-jiay  patients  to  restrict 
disclosures  versus  those  that  do  not,  the 
numher  of  retjue.sts  that  covered  health 
care  jiroviders  receive  today  that  would 
now  require  a  restriction,  nor  even  the 
numher  of  re(jue.sts  for  restrictions 
generally  that  covered  health  care 
Jiroviders  currently  receive. 

e.  Imjiact  of  the  Genetic  Information 
Underwriting  Prohibition  on  Health 
Plans 

The  final  rule  jirohihits  health  jilans 
that  are  HIPAA  covered  entities,  excejit 
issuers  of  long  term  care  jiolicies,  from 
using  or  di.sclosing  an  individual’s 
Jirotected  health  information  that  is 
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genetic  information  for  underwriting 
purpo.ses.  As  we  ex|)lained  in  the 
pro])o.sed  rule,  the  rule  does  not  affect 
health  j)lans  that  do  not  currently  use  or 
di.sclo.se  j)rotected  health  information 
for  underwriting  ])nr])oses.  Further, 
even  with  respect  to  health  plans  that 
p(!rform  underwriting.  j)lans  and  issuers 
in  thegrouj)  market  i)reviously 
commented  to  the  Department  that  they 
do  not.  even  prior  to  the  passage  of 
(IINA.  use  genetic  information  for 
underwriting  j)urj)oses  because  pre- 
(IINA  laws  and  regulations  j)rohil)it 
them  from  discriminating  again.st 
individuals  ha.sed  on  any  health  status 
related  factors,  including  genetit; 
information.  With  resjiect  to  issuers  in 
the  individual  health  insurance  market, 
the  Department  acknowledged  in  the 
proj)o.sed  rule  that  there  may  he  more 
significant  j)olicy  changes  as.sociated 
with  the  j)rohihition  on  using  or 
disclosing  protected  health  information 
that  is  genetic  information  for 
underwriting  purposes.  However,  the 
Dijpartment  explained  in  the  pro])osed 
rule  that  it  did  not  have  sufficient 
information  to  iletermine  the  extent  of 
such  changes,  that  is.  to  what  extent 
issuers  in  the  individual  health 
insurance  market  use  genetic 
information  for  underwriting  pnrjjoses. 
Regardless,  as  we  exj)lained  in  the 
pro])o.sed  rule,  in  the  case  of  (dther  the 
individual  or  grouj)  market,  the 
Department  a.ssunKid.  Ixicause  a 
|)rohil)ited  n.se  or  disclosure  of  genetic 
information  for  underwriting  purposes 
would  also  he  a  discriminatory  use  of 
such  information  umhir  the 
nondiscrimination  provisions  of  (ilNA 
Title  1  and  its  imjjlementing  regulations, 
that  there  would  he  no  costs  associated 
with  conforming  a  j)lan’s  j)ractices  to 
comply  with  the  underwriting 
prohibition  that  are  above  and  beyond 
the  co.sts  a.ssociated  with  complving 
with  the  regulations  imijlementing 
sections  101-103  of  CINA.  With  respect 
to  the  health  j)lans  not  covered  by  (IINA 
hnt  subject  to  the  projjosed  ])rohihition 
in  the  Privacy  Rule,  the  Dej)arlment  also 
assumed  that  the  costs  to  comj)ly  would 
1m;  minimal  because  such  plans  either; 
(1)  do  not  p(;rform  underwriting,  as  is 
the  ca.se  generally  with  public  lM;nefit 
j)lan.s:  or  (2)  perform  underwriting  hut 
do  not  in  most  ca.ses  use  genetic 
information  (including  familv  medical 
history)  for  such  purpo.ses. 

In  general,  most  comments  in 
response  to  the  propo.sed  rule  did  not 
jjrovide  information  that  contradicted 
the  above  assumptions.  However, 
concern  was  expr(;ssed  regarding  the 
adverse  impact  of  such  an  underwriting 
prohibition  on  the  long-term  care 


market.  CJiven  the  concern  regarding  the 
im|)act  of  the  und(;rwriting  prohibition 
on  the  long-term  care  market,  the  final 
rule  exempts  such  plans  from  the 
prohibition.  Tims,  then;  an;  no  co.sts  to 
1)(;  attributed  to  long  term  care  plans 
with  this  rule.  Further,  given  we  did  not 
receive  oth(;r  comments  that  would  l(;ad 
us  to  (juestion  the  underlying 
as.sumj)tions  in  the  propos(;d  rub;,  we 
do  not  expect  this  jirovision  of  the  final 
rule  to  result  in  suh.stantial  new  costs  on 
health  ])lan.s,  |)articularly  tho.se  that 
have  been  re(|nin;d  to  comply  with  the 
r(;gulation.s  impl(;menting  GlNA's 
nondiscrimination  provisions  for 
several  years  now. 

f.  Knforcement  Provisions 

The  amendments  contained  within 
this  final  rule  to  the  HIPAA 
Enforcement  Rule  conform  the 
regidatory  language  of  the  Rule  to  the 
enhanced  enforcement  provisions  of  the 
HITECH  Act.  Consistent  with  its 
reasoning  in  prior  HIPAA  Enforcement 
rulemakings,’*'  the  Dej)artment  expects 
the  co.sts  covered  entities,  and  now 
husine.ss  as.s(M;iate.s,  may  incur  with 
respect  to  their  compliance  with  the 
Enforcement  Rule,  it.self,  .should  he;  low 
in  most  cases.  That  is.  covered  entities 
and  business  a.ssociates  that  com])lv 
with  tin;  HIPAA  rules  voluntarily,  as  is 
expect(;d.  should  not  incur  any 
additional,  significant  costs  as  a  r(;sult 
of  the  Enforcement  Rule.  Further,  we 
believe  the  increased  penalties  and 
other  enhancements  ])rovid(;d  by  the 
HITECdl  Act  and  which  are  reflected  in 
this  final  rule  j)rovide  even  more 
incentive  to  covered  entities  and 
husine.ss  as.sociates  to  take  .stejjs 
neces.sarv  to  comply  and  thus  not  he 
liable  for  violations. 

D.  Qualitative  Analysis  of  Unquantifiad 
Benefits 

While  we  are  certain  that  the 
regulatory  changes  in  this  final  ride 
repni.sent  significant  h(;nefits,  we  cannot 
monetize  th(;ir  value.  Many  commenters 
agreed  with  onr  a.ssumptions  regarding 
the  benefits  to  individuals,  hnt  we  did 
not  receive  any  comments  that  included 
specific  information  about  (]uantifying 
those  benefits.  The  following  .sections 
describe  in  greater  detail  the  (inalitative 
lM;nefits  of  the  final  ride.  In  addition  to 
great(;r  jirivacy  protections  for 
individuals,  the.se  hi;nefits  include  the 
results  of  onr  efforts  to  r(;duce  burdens. 
(Consistent  with  E.O.  13583,  we 
conducted  a  n;tro.spective  review  of  onr 
regulations  and  identified  areas,  .such  as 
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certain  re.search  authorization 
reijuirements  and  disclosures  to  schools 
regarding  childhood  immunizations,  in 
wiiicli  we  could  decrease  costs  and 
increase  flexibilities  under  the  HIPAA 
Rules.  The  resulting  changes  are 
discussed  below. 

1.  (heater  Privacy  Protections  for 
Individuals 

The  benefits  for  individuals  include 
added  information  on  their  rights 
through  an  expanded  NPP,  and  greater 
rights  with  regard  to  the  uses  and 
disclosures  of  their  jMirsonal  health 
information  through  expanded 
requirements  to;  (1)  Obtain 
authorization  before  a  covered  entity  or 
husine.ss  associate  may  di.s{;lose  their 
jirotected  health  information  in 
exchange  for  remuneration.  (2)  restrict 
c(;rtain  disclosures  to  a  health  plan  at 
the  reqne.st  of  the  individual,  (3) 
.strengthen  the  ability  of  individuals  to 
opt  out  of  further  fundraising 
communications,  and  (4)  limit  uses  and 
disclosures  of  protected  health 
information  for  marketing.  Individuals 
also  will  h(;nefit  from  increased 
protection  again.st  di.scrimination  ha.sed 
on  their  genetic  information,  achiev(;d 
through  the  prohibition  again.st  health 
plans  using  or  di.s(;losing  jirotected 
health  information  that  is  g(;netic 
information  for  underwriting  jiurjio.ses. 
Individuals  akso  will  have  increas(;d 
acce.ss  to  their  jirotected  health 
information  in  an  electronic  format. 

Finally,  under  the  rule,  individuals' 
health  information  will  he  afforded 
greater  jirotiiction  liy  husiness  a.ssociates 
of  covered  entities  who  share  liability 
and  resjionsiliility  with  the  covered 
entity  for  safeguarding  again.st 
imjiermissilile  ii.ses  and  disclosures  of 
Jirotected  health  information. 

2.  Breach  Notification 

The  analysis  of  henefits  of  the  breach 
notification  regulation  is  as  stated  in  the 
interim  final  rule.  In  summary,  we 
stated  that  notifying  inilividuals  affected 
liy  a  breach  would  alert  them  to  and 
enable  them  to  mitigate  jiotential  harms, 
such  as  identity  theft  resulting  from  the 
exjiosure  of  {;ertain  identifiers,  and 
rejiutational  harm  that  may  result  from 
the  exjiosure  of  sensitive  medical 
information.  Further,  the  lireai;h 
notifi(;ation  reijuirements  jirovide 
in(;entive  to  covered  entities  and 
husiness  associates  to  better  safeguard 
jirote(;ted  health  information,  such  as  liy 
encryjiting  the  information,  where 
jiossilile. 

We  akso  believe  that  the  modifications 
to  the  definition  of  lirea(;h  to  remove  the 
harm  standard  and  revi.se  the  risk 
assessment  will  ensure  that  covered 
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(aitities  and  liusiness  associates  ajiplv 
the  rule  in  a  more  olijective  and  uniform 
manner.  We  lielieve  tliat  these 
modifications  will  make  the  rule  easier 
for  covered  entities  and  hnsiness 
associates  to  implement  and  will  result 
in  consi.stency  of  notification  across 
entities  which  will  hemdit  consumers. 

3.  (;om])onn(l  Authorizations  for 
Research  Uses  and  Di.sclosnres 

We  jirojio.sed  to  permit  compound 
authorizations  for  the  use  or  disclosure 
of  protected  health  information  for 
conditioned  and  unconditioned 
re.search  activities  provided  that  the 
authorization  clearly  differentiates 
hidween  the  conditioned  and 
unconditioned  research  components 
and  clearly  allows  the  individual  the 
o])tion  to  opt  in  to  the  unconditioned 
re.search  activities.  We  believed  that  the 
proposed  jirovision  would  reduce 
burden  and  costs  on  the  research 
community  by  eliminating  the  need  for 
multiple  forms  for  research  studies 
involving  both  a  clinical  trial  and  a 
relatiul  hiospecimen  hanking  activity  or 
.study  and  by  harmonizing  the  Privacy 
Rule’s  authorization  nniuirements  with 
the  informed  consimt  reipiirements 
under  the  Common  Rule.  This  change  to 
the  Rule  had  long  been  sought  by  the 
ni.search  community.  While  we 
expected  burden  reduction  and  cost 
savings  due  to  these  modifications,  we 
had  no  data  which  to  (|nantify  an 
estimate  of  such  .savings.  We  reiiuested 
comment  on  the  anticipated  .savings  that 
this  change  would  bring  to  the  research 
community. 

As  explained  above,  the  final  rule 
adojits  the  ])ro])osal  to  jiermit 
com])onnd  re.search  authorizations. 
While  almost  all  commenters  on  this 
topic  were  sujijiortive  and  agreed  that 
the  change  would  result  in  reduced 
burdens  and  co.sts  due  to  a  reduction  in 
forms  and  harmonization  with  the 
Common  Rule,  we  did  not  receive 
significant  comment  that  coidd  inform 
onr  (pumtifying  the  anticipated  cost- 
.savings  a.ssociated  with  this 
modification. 

4.  Authorizations  for  Future  Reseandi 
IJ.ses  or  Disclosures 

We  reijuested  c;omment  on  the 
Dej)arlment’.s  jirevious  interpretation 
that  an  authorization  for  re.search  u.ses 
and  di.sclosnres  must  include  a 
descrijition  of  each  purpo.se  of  the 
reipiested  use  or  disclosure  that  is  studv 
specific,  and  the  possibility  of 
modifying  this  inter]n’etation  to  allow 
for  the  authorization  of  future  research 
uses  and  disclosures.  We  believed  that 
this  change  in  interpretation  would 
reduce  burden  on  covered  entities  and 


researchers  by  reducing  the  need  for 
researchers  to  obtain  nudtijile 
authorizations  from  the  same  individual 
for  research  and  further  harmonizing  the 
Privacy  Rule  authorization  re(|uirement.s 
with  the  informed  consent  reipiirements 
under  the  Common  Rule. 

The  final  rule  adopts  the  mnv 
inter])retation  to  allow  covtned  entities 
to  obtain  authorizations  for  future 
research  u.ses  and  disclosures  to  the 
extent  such  purposes  are  adeipiately 
(le.scrihed  in  the  authorization  such  that 
it  would  he  reasonable  for  the 
individual  to  exjiect  that  his  or  her 
protected  health  information  could  he 
used  or  di.sclosed  for  such  future 
research.  While  we  did  receive 
comments  supporting  our  assertions 
that  ])ermitting  authorizations  for  future 
re.search  uses  and  di.sclosnres  would 
nuluce  burden  to  covered  entities  and 
research(;r.s  by  obviating  the  need  for 
nxsearchers  to  seek  out  past  resiuirch 
jiarticipants  to  obtain  authorization  for 
future  studies  which  they  may  he  able 
to  authorize  at  the  iidtial  time  of 
enrollment  into  a  .study,  and 
additionally  by  reducing  the  waivers  of 
authorization  that  researchers  would 
neiul  to  obtain  from  In.stitutional  Review 
Boards,  we  did  not  receive  sjiecific 
comment  on  cost  .savings  that  could 
inform  our  (luantifying  the  savings  in 
this  final  rule. 

,5.  Period  of  Protection  for  D(!C(!(lenl 
Information 

We  propo.sed  to  modify  the  current 
rule  to  limit  the  jieriod  for  which  a 
covered  entity  must  protect  an 
individual's  health  information  to  50 
years  after  the  individual’s  death.  We 
believed  this  would  reduce  the  burden 
on  both  covered  entities  and  tho.se 
seeking  the  protected  health  information 
of  jiersons  who  have  been  deceased  for 
many  years  by  eliminating  the  need  to 
search  for  and  find  a  personal 
rejire.sentative  of  the  decedent,  who  in 
many  cases  may  not  lx;  known  or  even 
exist  after  so  many  years,  to  authorize 
the  di.sclosure.  We  believed  this  change 
would  also  benefit  family  members  and 
historians  who  may  seek  access  to  the 
medical  information  ofthe.se  decedents 
for  jiersonal  and  jndilic  intere.st  reasons. 
However,  we  lacked  any  data  to  he  able 
to  estimate  the  benefits  (or  anv 
unanticipateil  costs)  of  this  jirovision 
and  requested  comment  on  the.se 
assertions. 

The  final  rule  adojits  the  modification 
to  limit  the  period  of  jirotection  for 
decedent  health  information  to  50  years 
after  the  date  of  death.  While  mo.st 
comments  responding  to  this  propo.sal 
were  very  supportive  of  tin;  change, 
agreeing  with  the  anticipated  benefits 


the  Department  had  articidated  (i.e., 
easier  access  to  old  or  ancient  patient 
health  information  by  family,  hi.storians, 
archivists),  the  comments  did  not 
provide  specific  information  that  could 
inform  our  cpiantifving  a  co.st -savings  or 
reduction  in  burden  as.sociated  with  this 
change  in  jiolicy. 

The  Dijpartment  did  receive  one 
comment  as.serting  that  covered  entities 
may  keej)  decedent  information, 
particularly  the  information  of  famous 
individuals,  for  longer  than  50  vears 
past  the  date  of  death  in  order  to 
monetize  those  records.  The  commenter 
cited  an  example  of  an  x-ray  of  a 
deceased  celebrity  being  sold  at  an 
auction  for  .$45.0()0.  However,  we  do  not 
anticipate  that  this  is  or  will  he  a  tv})ical 
scenario. 

(i.  Di.sclosnres  About  a  Decedent 

W(!  propo.sed  to  jxirmit  covered 
entities  to  di.sclose  a  decedent’s 
jirotected  health  information  to  family 
members  and  others  who  w(;re  involved 
in  the  care  or  payment  for  care  prior  to 
the  decedent’s  death,  unless  doing  so  is 
inconsi, stent  with  any  prior  ex))re.s.sed 
|)reference  of  the  individual  that  is 
known  to  the  covered  entity.  In  the 
preamble  to  the  jirojiosed  rule,  we 
stated  our  belief  that  the  pro])osed 
change  would  reduce  burden  hv 
permitting  covered  entities  to  disclo.se 
jirotected  health  information  about  a 
decedent  to  familv  imanhers  and  otlmr 
per.sons  who  were  involved  in  an 
individual’s  care  while  the  individual 
was  alive,  without  having  to  obtain 
written  permission  in  the  form  of  an 
authorization  from  the  decedent’s 
personal  representative,  who  mav  not  he 
known  or  e\'en  exist,  and  may  he  more 
difficult  to  locate  as  time  passes. 
However,  we  had  no  data  to  permit  us 
to  estimate  the  reduction  in  burden  and 
reipiested  jmhlic  comment  on  this  issue. 

The  final  rule  adojits  the  modification 
as  ]iro])o.s(!d.  Howev  er,  as  with  the 
projiosed  rule,  we  are  unable  to  (piantify 
anv  cost-.savings  with  re.s})ect  this 
change.  While  commenters  confirmed 
that  perndtting  such  di.sclosnres  would 
help  facilitate  communications  with 
family  members  and  other  ])er.son.s  who 
were  involved  in  an  individual’s  care  or 
payment  for  care  jirior  to  death,  we  did 
not  receive  any  information  that  could 
inform  estimating  a  .savings. 

7.  Fnhlic  Health  Disclosures 

We  jiroposed  to  create  a  new  pidilic 
health  provision  to  permit  di.sclosure  of 
proof  of  a  child’s  immunization  by  a 
covered  entity  to  a  school  in  States  that 
have  school  entrv  or  similar  laws.  This 
jiroposed  change  vvonld  have  allowed  a 
covered  health  care  provider  to  release 
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proof  of  immunization  to  a  school 
witlioiit  having  to  obtain  a  \vritt(;n 
anthoriziition,  provided  tiie  provider 
obtained  the  agmement,  which  may  lx; 
oral,  to  the  di.scdosiire  from  a  |)arent. 
guardian  or  other  person  acting  in  loco 
IHircnIis  for  tlie  individual,  or  from  the 
individual,  if  the  individual  was  an 
adult  or  emancipated  minor.  We 
anticipated  that  the  propos(;d  change  to 
the  n;gulations  would  nuluce  the 
burden  on  parents,  schools,  and  covered 
entiti(;s  in  obtaining  and  ])roviding 
written  authoriziitions.  and  would 
minimizt;  the  amount  of  .school  mis.sed 
hv  stiulents.  How<;v(!r.  because  we 
lacked  data  on  the  burden  nxluction,  we 
w'v.rv.  unable  to  provide  an  estimate  of 
the  possible  .sijvings  and  nxjue.sted 
comment  on  this  point. 

The  final  rule  adopts  the  projjosal  to 
permit  covered  entities  to  di.sclos(!.  with 
tiu!  oral  or  written  agrejanent  of  a  j)ar{!nt 
or  guardian,  a  child's  j)roof  of 
immunization  to  schools  in  .States  that 
have  school  entry  or  similar  laws.  This 
obviates  the  necul  for  a  covered  entity  to 
receive  formal,  executed  HIPAA 
authorizations  for  such  disclosures. 
While  the  final  rule  nupiires  that 
covered  entities  document  the 
agre<!nient,  the  final  rule  is  flexible  and 
does  not  prescribe  the  nature  of  the 
documentation  and  does  not  naiuin; 
signature  by  the  i)arent.  allowing 
covenal  entities  tin*  flexibility  to 
det(;rmine  what  is  appro])riate  for  their 
purpo.ses.  For  (ixample.  as  the  pniamhh; 
indicates  above,  if  a  parent  or  guardian 
submits  a  written  or  email  nxpn^st  to  a 
coverlid  entity  to  disclose  their  child’s 
immunization  records  to  the  child’s 
.school,  a  cojjy  of  the  reiiuesl  would 
suffice  as  docuiniintation  of  the 
agreement.  Likewise,  if  a  jiarent  or 
guardian  calls  the  covered  entity  and 
reipiests  over  the  phone  that  their 
child’s  immunization  records  he 
disclosed  to  the  child’s  school,  a 
notation  in  the  child’s  medical  record  or 
el.sewhere  of  the  phone  call  would 
suffice  as  documentation  of  the 
agreement. 

(liven  that  the  rule  no  longer  reijuires 
a  formal,  executed  HIFAA  authorization 
for  such  di.sclosures  and  j)rovide.s 
significant  flexibility  in  the  form  of  the 
documentation  reipiired  of  a  parent’s  or 
guardian’s  agreement  to  the  disclosure, 
this  modification  is  ex])ected  to  result  in 
reduced  burden  and  cost  to  covered 
health  care  providers  in  making  these 
disclosures,  as  well  as  to  the  |)a rents 
and  schools  involved  in  the  process.  W(! 
acknowhidge  that  covered  health  care 
])rovider.s  who  wish  to  use  these  less 
formal  processes  in  lieu  of  the 
authorization  will  need  to  explain  their 
new  j)rocedure  to  office  staff.  However, 


given  the  provision’s  flexibility  and 
narrow  sco])(!.  we  do  not  expect  that  the 
providers  will  need  to  do  more  than 
ensure  office!  staff  have  a  copy  of  the 
new  proccidiire.  Further,  any  one-time 
costs  to  d(!velop  and  (hiploy  the  new 
procedure  will  he  offset  by  the  savings 
that  an!  exj)ect(!d  to  accrue  from  the 
change  over  time  as  the  disclosur(!s  are 
carri(!d  out.  While!  we  ae:kne)wle!eige  the! 
e)ve!rall  savings  as.se)e;iate!el  with  this 
e:hange.  as  with  e)the!r  j)re)visie)ns  in  this 
nde!  pre)vieling  ine;re!ase!el  ne!xihility  leer 
e:e)m])liane:e!.  we  are  iinahle  te)  epiantify 
them.  Fe)r  e!xam])le!,  we  ele)  not  have  eiata 
e)n  how  many  family  ele)e:te)r.s  anel  e)ther 
pre)viele!rs  gemerally  make  thejse  type!s  e)f 
elisclosures  anel  he)W  many  rexjueists 
sue:h  j)re)viele!rs  ge!ne!rally  re!e:e!ive!  fe)r 
j)re)e)f  e)f  immunizatie)!!,  anel  we  eliel  ne)t 
re!e:eive!  eiata  from  e;e)mme!nte!r.s  that 
e;oulel  inie)rm  e)ur  e!.stimating  savings  in 
this  are:a. 

E.  Additionol  Hc<!,nhitory  Ancdyscs 
1.  Re!gulate)rv  Fle!xil)ility  Ae:t 
The  Re!gidate)rv  Fle!xil)ility  Ae;t 
re!einire!s  age!ne:ie!.s  to  analyze  anel 
exjiisieler  e)ptie)ns  leer  re!elue;ing  re!gulate)ry 
hurele!!!  if  the!  re!gidatie)n  will  impexse!  a 
signifie;ant  hurelem  een  a  substantial 
munher  e)f  small  e!ntitie!.s.  The!  Ae:t 
re!epiire!.s  the  hexiel  e)f  the  age!ne;y  te)  either 
e;e!rtifv  that  the  rule!  we)idel  ne)t  imjeejse! 
sue:h  a  hurele!u  eu-  pe!rfe)rm  a  re!gulate)rv 
Ilexihility  analysis  anel  e:e)nsiele!r 
alte!ruative!s  te)  le!sse!n  the  hurelen. 

Fe)r  the  re!a.se)n.s  .state!el  he!le)w.  it  is  ne)t 
e!Xj)e!e:te!el  that  the!e:e).st  e)f  e;e)m])li<me;e! 
will  he!  .signifie;ant  fe)r  small  e!ntitie!s.  Neer 
is  it  e!X|)e!e:te!el  that  the!  e;e)st  e)f 
e:e)mpliane;e  will  fall  elispre)])e)rtie)nate!lv 
e)n  small  entitie!S.  Althe)ugh  many  e)f  the 
e:e)ve!re!el  e!ntitie!s  anel  l)u.siue!ss  a.sse)e;iate!.s 
affe!e;te!el  by  the  rule  are  small  e!ntitie!s. 
then'  elo  ne)t  Lexer  a  eiis])re)pe)rtie)nate!  e;ost 
hurelen  e;e)mpare!el  te)  the  e)the!r  entities 
.sul)je!e:t  to  the  rule.  Fuither,  with  reispeuit 
to  .small  husinexss  asse)e:iate!.s,  e)nly  the 
frae;tie)n  of  thexse  entitieis  that  has  ne)t 
maele  a  ge)e)el  faith  e!ffe)rt  te)  e:e)m])ly  with 
e!xi.sting  re!eiuire!me!nt.s  will  e!xpe!rie!ne;e! 
aelelitie)nal  e;e)st.s  unele!r  the  rule.  The 
De!i)aitme!nt  eliel  ne)t  re!e:e!ive!  any 
e:e)nnne!nt.s  e)n  its  e:e!itifie;atie)n  in  the! 
])re)j)e)se!el  rulexs.  The!re!fe)re!.  the!  .Se!e:re!tarv 
e:e!rtifies  that  this  rule!  will  eeeet  have!  a 
signifiexmt  e!e:e)ne)mic  im])ae;t  een  a 
substantial  munl)e!r  of  small  e!ntitie!s. 

The  RFA  gemeirally  elefinexs  a  “small 
entity”  as  (1)  a  pre)j)rie!tary  firm  meieting 
the  size!  stanelaiels  e)f  the  Small  Business 
y\ehnini.stratie)n  (.SB A),  (2)  a  ne)npre)fit 
e)rganizatie)n  that  is  ne)t  ele)minant  in  its 
fie!lel,  or  (3)  a  small  geevernmemt 
juri.selie:tie)n  with  a  pe)|)ulatie)n  e)f  less 
than  .5().()()l).  The  ,SBA  size  .stanelarel  fe)r 
health  eiare  pre)viele!rs  range!s  he!tween 


S7.()  millie)!)  anel  .$34. .5  million  in 
annual  re!e;e!i])t.s.  Beuxm.se  90  ])e!re;e!nt  e)r 
more  e)f  all  health  e:are!  j)re)viele!rs  me!e!t 
the  .SBA  size  stanelarel  fe)r  a  small 
husinexss  e)r  are!  ne)npre)fit  e)rganizatie)n.s, 
we!  generally  treat  all  hexilth  exire 
l)re)vieie!rs  as  small  entitiexs  for  purpo.ses 
e)f  pe!rfe)rming  a  re!gidate)rv  lle!xil)ility 
analysis. 

With  re!S])e!e;t  te)  hexilth  insurers  anel 
thirel  partv  aelministrators,  the  .SBA  size 
.stanelarel  is  $7.0  millie)n  in  annuid 
re!e:e!ipt.s.  While  some  insurers  are 
e:las.sifie!el  as  ne)npre)fit.  it  is  pe)ssil)le! 
they  are!  ele)minant  in  their  marked.  Fe)r 
e!xample!,  a  numher  of  Blue  (',re)s.s/Bhie! 
.Shielel  in.surers  are  e)rganizeel  as 
ne)npre)fit  entities:  yet  they  elominate  the 
health  insurane:e!  marke^t  in  the  .Statexs 
whe!re!  they  are  lie:e!nseel  emel  the!refe)re! 
woulel  ne)t  he  e;on.sidere!el  small 
businesses.  Using  the  .SBA’s  elefinitie)n 
e)f  a  small  insure!r  as  a  l)u.sine!s.s  with  le.ss 
than  $7  million  in  revenues,  ])re!minms 
e!arne!el  ;is  a  measure  e)f  revenue.^-  anel 
eiata  e)l)taine!el  from  the  Natieenal 
Asse)e;iatie)n  of  lnsnrane:e! 
(]e)mmis.sie)ne!rs,‘*  *  the  Ue!partme!nt 
e!stimate!.s  that  ai)pre)ximate!ly  270  out  e)f 
730  insurers  hael  re!ve!nue!s  e)f  le!ss  than 
$7  millie)!).-** 

Fre)m  the  appre)ximate!ly  $22.5.4 
millie)!)  (upper  e!sti!))ate!)  i!)  e:e)sts  we  are! 
able!  te)  iele!!)tifv.  the  e:e).st  pe!r  e:e)ve!re!el 
entity  enay  he!  as  le)w  as  $80  (fe)r  the  v<!st 
!naje)rity  e)f  e:ove!re!el  entitiexs)  anel  as  high 
as  .$843  (leer  the)se!  e!!)titie!S  that 
e!X|)e!rie!)e:e!  a  brexie;!)).  anel  w'e  e!.sti!nate! 
that  the!  e:e).st  pe!r  affe!e:teel  bnsinexss 
a.sse)e;iate!  will  be!  between)  .$84.32  anel 
$282.  These  e:e)sts  are  eli.se:u.sse!el  in  eleMail 
i!)  the  r(!gulate)ry  i!))pae:t  analysis  a!)el 
be!le)w.  \Ve!  ele)  ne)t  vienv  this  as  a 
sig!)ifie:ant  burden  beeiause,  fe)r  e!xa!))ple!, 
e!ve!n  the  highest  average  complianeie 
e:ost  ])er  e;overe:el  entity  we  have 
iele!!)tifieel  ($843)  re])re!se!nts  ju.st 
0.0001%  e)f  aeinual  re!ve!nue!S  fe)r  a  sneall 
entity  with  e)nly  $7  !nillie)n  in  re:e;e!i])ts 
(sex!  the  le)U'  e!nel  of  .SBA’s  size  stanelarel 
fe)r  hexilth  e.are!  |)re)viele!rs).  We  i!)e;li!ele! 
750  thirel  |)art\  ael!))i!)i.strate)rs  in  the 
e:i!le:ulatie)n  e)f  e:e)ve!re!el  entities,  te) 
ie!pre!se!!)t  aj)j)roxi!))ate!ly  2.5  enillion 
FRI.SA  pla))s,-*’*  !ne).st  of  whie:h  are  small 
e:!)titie!S,  on  whe)se!  be!half  thev  e:arrv  e)iir 
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insurance  Component. 
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compliance  activities.  We  have  no 
information  on  liow  many  of  tlie.se  jilans 
.self-administer,  and  vve  did  not  receive 
any  information  from  commenters  in 
this  area  and  so  do  not  include  a 
sejiarate  estimate  for  jilans  that  self- 
administer. 

We  estimate  that  the  breach 
notification  reijuirements  will  result  in 
$14.5  million  in  annual  costs  to  covered 
entities.  Diviiling  that  amount  by  the 
approximately  10, 000  entities  that  will 
actually  experience  a  breach  of 
protected  health  information  each  year, 
we  estimate  that  the  costs  of  c:omplying 
with  the  breach  notification 
reiiuirements  will  amount  to.  on 
average,  $703  per  txivered  entity  that 
must  resjiond  to  a  breach.  Smaller 
covered  entities  likely  will  fac;e  much 
lower  costs,  as  the.se  entities  generally 
have  protected  health  information  for 
far  fewer  individuals  than  do  larger 
covered  entities  and  breach  notification 
costs  are  clo.sely  linked  to  the  numher 
of  individuals  affected  by  a  given  breach 
incident. 

The  other  source  of  costs  for  covered 
entiti(!s  aris(;s  from  the  re(]uirement  to 
provide  revised  NPPs  to  the  individuals 
they  serve.  We  estimate  that  the 
approximately  700. 000  covered  entities 
will  experience  total  costs  of 
approximate! V  $55.9  million  for 
compliance  with  the  NPP  recpurements, 
or  about  $80  per  covered  entitv. 

We  estimate  the  costs  for  200.000- 
400,000  business  associates  to  come  into 
full  com])liance  with  the  S(!curity  Rule 
to  1)(!  aj)j)roximately  $22.0-$113  million. 
The  average  cost  per  affected  business 
associate  woidd  he  aj)j)roximatelv  $198. 

Finally,  we  e.stimate  that  250,000  to 
500,000  business  associates  will  incur 
costs  totaling  between  $21  million  and 
$42  million,  respectively,  to  establish  or 
significantly  modify  contracts  with 
subcontractors  to  he  in  compliance  with 
the  rule’s  recpiirements  for  business 
associate  agreements.  The  average  cost 
p(!r  business  as.sociate  would  he 
a])proximately  $84. 

Rased  on  the  relativelv  small  cost  jier 
covered  entity  and  per  business 
as.sociate.  the  Secretary  certifies  that  the 
Rule  will  not  have  a  significant  impact 
on  a  substantial  numher  f)f  small 
entities.  Still,  we  considered  and 
adopted  several  solutions  for  reducing 
the  burden  on  small  entities. 

First,  we  combined  several  re(|uired 
rules  into  one  rulemaking,  which  will 
allow  affected  entities  to  revise  and 
distribute  their  notices  of  privacv 
])ractic;es  at  one  time  rather  than 
multiple  times,  as  each  sejKirate  rule 
was  jjuhlished.  Second,  in  the  final  rule 
we  increase  flexibility  fur  health  j)lans 
by  allowing  them  to  send  the  revi.sed 


notices  with  their  annual  mailings 
rather  than  requiring  jilans  to  send  them 
to  individuals  in  a  separate  mailing. 

Third,  we  allow  covered  entities  and 
husine.ss  as.sociates  with  existing  fllPAA 
com])liant  contracts  twelve  months  from 
the  date  of  the  rule  to  renegotiate  their 
contracts  unle.ss  the  contract  is 
otherwise  renewed  or  modified  before 
such  date.  This  amount  of  time  plus  the 
eight  months  from  the  publication  date 
of  the  rule  to  the  compliance  date 
generally  gives  the  parties  20  months  to 
renegotiate  their  agr(;ements.  We  believe 
that  the  added  time  will  rcxluce  the  cost 
to  r(!vise  agreements  because  the 
changes  the  rule  ixupures  will  he 
incorporated  into  the  routine  updating 
of  covered  entities'  and  business 
associates’  contracts. 

Finally,  the  Department  has  akso 
published  on  its  weh  site  .sam])le 
language  for  revising  the  contracts 
between  covered  entities  and  business 
a.ssociates.  While  the  language  is  generic 
and  may  not  suit  all  entities  and 
agreements,  j)articularly  larger  entities 
and  those  with  more  complex  husine.ss 
relationshi])s.  we  htdieve  that  it  will 
particularly  help  small  entities  with 
their  contract  revisions  and  .save  them 
time  and  monev  in  redrafting  their 
c:ontracts  to  conform  to  the  rule. 

2.  Unfunded  Mandates  Reform  Act 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995  (UMRA) 
recpures  that  agencies  assess  anticipated 
costs  and  benefits  before  issuing  anv 
rule  whose  mandates  would  nupure 
spending  in  any  one  year  $100  million 
in  1995  dollars,  updated  annually  for 
inflation.  In  2011,  that  threshold  is 
apj)roximately  $130  million.  UMRA 
does  not  address  the  total  co.st  of  a  rule. 
Rather,  it  focuses  on  certain  categories 
of  cost,  mainly  those  “Federal  mandate’’ 
co.sts  resulting  from:  (1)  Imposing 
enforceable  duties  on  State,  local,  or 
Tribal  governments,  or  on  the  jirivate 
sector;  or  (2)  increa.sing  the  stringency  of 
conditions  in,  or  decreasing  the  funding 
of.  State,  local,  or  Tribal  governments 
under  entitlement  j)rograms. 

We  are  able  to  identify  between  $114 
ami  $225.4  million  in  costs  on  both  the 
j)rivate  sector  and  State  and  Federal 
entities  for  com])liance  with  the  final 
modifications  to  the  fllFAA  Privacy  and 
Security  Rides,  and  for  compliance  with 
the  final  Breach  Notification  Rule.  As 
stated  above,  there  may  he  other  costs 
we  are  not  able  to  monetize  because  we 
lack  data,  and  the  rule  may  produce 
savings  that  may  offset  some  or  all  of  the 
added  costs.  We  must  also  .sejiarately 
identify  costs  to  he  incurred  by  the 
private  sector  and  those  incurred  hv 
State  and  Federal  entities. 


Some  of  the  co.sts  of  the  regulation 
will  fall  on  covered  entities,  which  are 
jirimarily  health  care  providers  and 
health  plans.^“  For  the  purpo.se  of  these 
calculations,  we  included  all  provider 
costs  as  Jirivate  sector  co.sts.  VVhile  we 
recognize  that  some  jiroviders  are  State 
or  Federal  entities,  we  do  not  have 
adeijnate  information  to  e.stimate  the 
numher  of  jmhlic  jiroviders,  hut  we 
believe  the  numher  to  he  significantly 
less  than  10  jiercent  of  all  jiroviders 
shown  in  Talile  1.  Therefore,  as  we  did 
for  the  RFA  analysis  and  for  ease  of 
calculation,  we  a.ssumed  that  all 
jirovider  co.sts  are  jirivate  .sector  co.sts. 

VVe  did  not  receive  any  comments  on 
this  assumption. 

With  resjiect  to  health  jilans.  based  on 
the  data  discu.ssed  in  .section  C,  we 
e.stimate  that  00  jiercent  of  jiolicy 
holders  are  served  by  jirivate  sector 
health  plans  and  40  jiercent  of  jiolicv 
holders  are  served  by  jiulilic  sector 
Jilans.  Therefore,  we  attribute  00  jiercent 
of  health  jilan  costs  to  the  jirivate  sector 
and  40  jiercent  of  jilan  co.sts  to  the 
Jiulilic  sector. 

The  remaining  costs  of  comjilving 
with  the  regulation  will  be  borne  liv 
husine.ss  a.ssociates  of  covered  entities. 
We  do  not  have  data  with  which  to 
estimate  the  numliers  of  jirivate  versus 
Jiulilic  entity  linsiness  associates. 
However,  we  believe  that  the  vast 
majority  of.  if  not  all.  business 
associates,  are  jirivate  entities. 

Therefore,  we  a.ssumed  all  husine.ss 
a.ssociate  costs  are  jirivate  sector  co.sts. 

Of  the  sjiecific  costs  we  can  identify, 
we  estimate  that  ajijiroximately  91 
Jiercent  of  all  costs,  or  between  $103.7 
and  $205  million,  will  fall  on  jirivate 
sector  health  care  jiroviders.  health 
Jilans.  and  business  a.ssociates.  The 
remaining  costs,  ajijiroximatelv  $10.3- 
20.4  million,  will  fall  on  jiulilic  .sector 
health  jilans.  The  following  jiaragrajihs 
outline  the  distribution  of  co.sts  arising 
from  the  four  cost-bearing  elements  of 
the  final  rule:  (1)  Covered  entities  mu.st 
revise  and  distribute  notices  of  jirivacy 
jiractices,  (2)  Covered  entities  that 
exjierience  a  breach  of  jirotecteil  health 
information  must  comjily  with  the 
breach  notification  reijuirements,  (3) 
certain  business  associates  mu.st  revise 
contracts  with  subcontractors  to  meet 
business  as.sociate  agreement 
reijuirements,  and  (4)  Certain  business 
as.sociates  must  make  efforts  to  achieve 
full  comjiliance  with  the  administrative 
reijuirements  of  the  Security  Rule. 


"■  Anollu!!’  Ivpi!  (>r  cdviMiul  (Mililv.  h(!:illh  can; 
(:l(!ariiii;lu)iist!s.  {>i!norallv  will  not  liiiar  IIkj.so  ccisls, 
a.s  t:l(!arin”housi!s  art?  not  rotinirod  to  provide  a 
notice  of  private  practices  to  individuals  and  are 
involved  in  a  ininiscaile  traction  oi  breach 
incidents,  if  any. 
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We  estimate  the  costs  for  to  comply 
witli  the  NI’P  provisions  will  reach 
about  S.'IS.U  million,  which  will  he 
shanul  hy  providers  and  health  jilans. 
Providers  will  hear  apjiroximately  S40.4 
million  of  these  costs,  all  of  which  we 
attribute  to  the  private  .sector.  Health 
plans  will  hear  approximately  .$l.'i..'i 
million  and,  as  exj)lained  above,  we 
have  allocated  (U)  percent  of  health  plan 
costs  for  NPPs,  or  SO. 3  million,  as 
private  sector  costs.  Public  plans  will 
hear  the  remaining  S(i.2  million. 

We  estimate  that  private  entities  will 
hear  93  i)ercent  of  the  co.sts  of 
comj)liance  with  the  breach  notification 
nujuirements.  or  about  Sl3..'i  million. 
This  is  because  the  majority  of  breach 
reports  are  fded  by  health  c:an; 
providers,  all  of  whose  costs  we 
attribute  to  the  jirivate  .sector.  Consistent 
with  our  estimate  that  80  percent  of 
h(!alth  plan  members  are  enrolled  in 
jn  ivate  sector  plans,  we  al.so  include  as 
private  costs  (it)  percent  of  the  breach 
notification  costs  borne  by  health  plans 
(based  on  the  number  of  health  j)lans 
that  have  filed  breach  reports). 

Finallv.  we  estimate  that  all  of  the 
costs  for  business  associates  to  create  or 
revisf?  business  associate;  agreements 
with  subcontractors  (.S42  million  outer 
estimate),  and  to  come  into  full 
compliance  with  the  Securitv  Rule 
(.S113  million  outer  e.stimate),  will  he 
private  .sector  costs. 

As  the  estimated  co.sts  to  private 
entities  alone  may  exceed  the  .Si  38 
million  threshold.  IIMRA  recpiires  us  to 
j)re])are  an  analysis  of  the  costs  and 
l)(;nefits  of  the  rule.  W(;  ha\’e  already 
done  so,  in  accordance  with  Executive 
Orders  12888  and  13.'j83.  and  present 
this  analvsis  in  .sections  C  and  D. 


3.  Federalism 

Executive  Order  13132  establishes 
certain  r(;(]uirement.s  that  an  agency 
must  m(;et  when  it  jjromulgates  a  rub; 
that  imj)oses  substantial  tlirect 
r(;(purement  costs  on  .State  and  loc;al 
governments,  pn;empts  .State  law,  or 
otherwise;  has  Federalism  imi)lication.s. 

The  Federalism  implications  of  the 
Privacy  and  .Security  Rules  were 
a.s.sessed  as  reejuired  by  Executive  Order 
13132  and  published  as  ])art  of  the 
preambles  to  the  final  rules  on 
December  28,  2()()()  (8.'1  FR  82482, 

82797)  and  February  20,  2003  (88  FR 
8334,  8373),  resjjectively.  Regarding 
preemjition,  the  preamble  to  the  final 
Privacy  Rule  explains  that  the  HIPAA 
statute  dictates  the  relationship  h(;tween 
.State  law  and  Privacy  Rub; 
retjuirements.  Therefon;,  the  Privacy 
Rule’s  preemj)tion  ju'ovisions  do  not 
raise  F(;derali.sm  i.ssues.  The  HTFECH 
Act,  at  section  13421(a),  ])rovide.s  that 
the  HIPAA  preem])tion  ])rovisions  shall 
a])ply  to  the  H1TE(31  provisions  and 
re(|uirement.s.  While  we  have  made 
minor  technical  changes  to  the 
preemjjtion  ])rovisions  in  .Suhpart  13  of 
Part  180  to  conform  to  and  incorporate 
the  H1TE(31  Act  ])reemption  provisions, 
these  changes  do  not  raise  new 
Federalism  i.s.su(;s.  The  changes  include: 
(1 )  Amending  tin;  definitions  of 
“contrary”  and  “more  stringent”  to 
reference  business  associates;  and  (2) 
further  amending  the  definition  of 
contrary  to  provide  that  .Slate  law  would 
he  contrary  to  tin;  HIPAA 
Administrative  .Simplification 
jjrovisions  if  it  stands  as  an  oh.stacle  to 
the  accomjjlishment  and  execution  of 
the  full  puri)o.ses  and  objectives  of  not 
only  HIPAA.  hut  al.so  the  HITECH  Act. 

Estimated  Costs  of  the  Final  Rule 


We  do  not  believe  that  the  rub;  will 
impose  substantial  direct  complianc;e 
costs  on  .State  and  local  governments 
that  are  not  n;(|uired  hy  statute.  It  is  our 
understanding  that  .State  and  local 
government  covered  entities  do  not 
{;ngage  in  marketing,  tin;  sab;  of 
])rolected  health  information,  or 
fundraising,  'rherefore,  the 
modifications  in  these  areas  would  not 
cause  additional  costs  to  .State  and  loc:al 
governments.  We  anlicijjate  that  the 
most  significant  dir(;ct  costs  on  .State 
and  local  governments  will  he  the  co.st 
for  .State  and  local  government-owned 
covered  entities  of  drafting,  printing, 
and  distributing  revised  notices  of 
privac:y  practices,  which  would  include 
the  co.st  of  mailing  these  notices  for 
.State  health  plans,  such  as  M(;dicaid. 
However,  the  costs  involved  can  he 
attributed  to  the  statutory  requirements, 
which  jjrovide  individuals  with 
strengthened  rights  about  which  they 
need  to  hi;  notified. 

In  considering  the  ]ninciples  in  and 
requir(;ment.s  of  Executive  Order  13132, 
the  D(;])artment  has  determined  that 
these  modifications  to  the  Privacy  and 
.Security  Rules  will  not  significantly 
affect  the  rights,  roles,  and 
res]K)nsil)ilitie.s  of  the  .States. 

F.  Accounting  Stutcnicnt 

Whenever  a  rub;  is  considered  a 
significant  rub;  under  Executive  Order 
12888,  we  are  r(;(]uired  to  develop  an 
accounting  statement  indicating  the 
costs  associated  with  promulgating  the 
rule,  llelow,  we  present  overall 
monetary  annualized  costs  discounted 
at  3  ])ercent  and  7  ])ercent  as  described 
in  the  Regulatory  Impact  Analvsis. 


[In  2011  millions] 


Primary 

Minimum 

Maximum 

Costs  (annualized)  j 

estimate 

estimate 

estimate 

($M) 

(SM) 

(SM) 

Discounted  @7%  . 

42.8 

34.8 

50.6 

@3%  . 

35.2 

28.7 

41.7 

In  the  RIA,  wi;  acknowledged  sev(;ral 
potential  sources  of  costs  that  we  were 
unable  to  quantify.  13ecau.se  we  have  no 
way  to  determine  the  extent  to  which 
entities  currently  engage  in  certain 
activities  for  which  they  now  ne(;d 
authorization,  or  who  will  ne(;d  to  take 
on  a  new  burden  h(;cause  of  the  rule,  we 
cannot  predict  the  magnitude  of  these 
costs  with  any  certainty.  These  jjolential 
sources  of  co.st  include; 

1.  l\)tenlial  lost  rev(;nue  to  covered 
i;nlities  who  forgo  making  c(;rtain 


subsidized  health-related 
communications  to  individuals  rather 
than  obtain  those;  individuals’ 
authorization  for  such  communications; 

2.  Hosts  to  researchers  to  obtain 
authorization  to  make  inci;ntive 
payments  (above  the  costs  to  prejiare  the 
data)  to  covered  entities  to  produce  data 
or,  alternatively,  a  lo.ss  in  revenue  for 
covered  entities  who  agree  to  acce])t 
only  the  costs  to  prepare  and  transmit 
the  data; 


3.  Potential  costs  to  certain  covered 
entities  who  ])urcha.se  software  or 
hardware  to  allow  them  to  j)roduce  an 
(;b;ctronic  copy  of  individuals’  j)rotected 
health  information;  and 

4.  The  burden  to  some  health  care 
])roviders  of  en.suring  that  an 
individual’s  request  to  restrict  a 
disclosure  to  a  health  plan  is  honored 
where  it  might  not  have  been  before  the 
final  rule. 

While  we  an;  certain  the  changes  in 
this  final  rule  al.so  represent  distinct 
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l)(!nefits  to  individuals  with  regard  to 
the  ])riva(:y  and  security  of  their  health 
iidbrination,  and  with  regard  to  their 
rights  to  that  information,  we  are  unable 
to  (juantify  the  henefits.  Other  ex])e{:ted 
ciualitative  hcmefits,  which  are  described 
in  detail  above,  include  .savings  due  to 
provisions  simplifying  and  streamlining 
re(|uirements  and  increasing  flexihilitv. 
Such  savings  arise  from: 

1.  Eliminating  the  m;ed  for  multiple 
forms  for  certain  research  studies  by 
])ermitting  com])ound  authorizations; 

2.  Obviating  the  need  to  find  pa.st 
re.search  participants  and  obtain  new 
authorizations  for  new  research  by 
allowing  individuals  to  authorize  future 
research  u.ses  and  disclosures  at  the 
time  of  initial  enrollment: 

3.  Limiting  the  period  of  protection 
for  decedent  information  to  jjermit 
family  members  and  historians  to  obtain 
information  about  a  decedent  without 
needing  to  find  a  personal 
rejiresentative  of  the  deceased 
individual  to  authorize  the  disclosure; 

4.  Permitting  disclosures  to  a 
decedent’s  family  members  or  others 
involved  in  the  care  or  ])ayment  for  care 
prior  to  the  decedent’s  death;  and 

5.  I’ermitting  coverinl  entities  to 
doc;ument  a  parent’s  informal  agreement 
to  disclos(!  immunization  information  to 
a  child’s  school  rather  than  re(|uiring  a 
signed  authorization  form. 

VIII.  (Collection  of  Information 
Re(|uiromenls 

'I’his  final  rule  contains  the  following 
information  collections  (i.e.,  reporting, 
recordkeeping,  and  third-])arty 
disclosures)  under  the  Paperwork 
Reduction  Act.  Some  of  those 
provisions  involve  changes  from  the 
information  collections  .set  out  in  the 
propo.sed  and  interim  final  rules.  These 
changes  are  noted  below. 

A.  Rnporting 

•  Notification  to  the  Secretary  of 
breaches  of  unsecured  ])rotec:t(Kl  health 
information  (§  104.408).  In  the  final 
rule,  we  revise  our  estimated  numhcir  of 
r(!spondents  and  responses  to  reflect  onr 
experience  administering  the  interim 
final  rule. 

/?.  lincordkeeping 

•  Documentation  of  safeguards  and 
policies  and  jirocedures  under  the 
.Security  Rule  (§  104.310).  In  the 
propo.sed  rule,  we  a.ssumed  that  all 
Inisiness  associates  were  in  com])liance 
with  the  Security  Rule’s  documentation 
standard  because  of  their  contractual 
obligations  to  covered  entities  under  the 
MIPAA  Rules.  In  the  final  rule,  we 
recognize  that  a  minority  of  business 
associates,  who  have  not  previously 


maintained  documentation  of  their 
policies  and  procedures  and 
administrative  safeguards  under  the 
.Security  Rule,  may  experience  a  burden 
coming  into  compliance  with  the 
documentation  .standard  for  the  first 
time  h(!cau.se  they  are  now  subject  to 
direct  liability  under  the  .Security  Rule. 

•  Business  As.sociate  Agreements 
(§  l(i4..5()4(e)).  We  assumed  in  the 
])roj)o.sed  rule  that  business  associates 
and  their  subcontractors  were 
complying  with  their  existing 
contractual  obligations  hut 
acknowledged  that  some  contracts 
would  have  to  he  modified  to  reflect 
changes  in  the  law.  We  recjiiested 
comments  on  how  many  entities  would 
he  unable  able  to  revise  contracts,  in  the 
normal  course  of  business,  within  the 
])ha.se-in  period.  We  did  not  receive 
comments  that  would  allow  us  to  make 
a  sjjecific  estimate;  nonetheless,  in  the 
final  rule  we  assume  that  a  significant 
minority  of  business  a.ssociates  will 
need  to  revi.se  their  husine.ss  associate 
agreements  with  subcontractors  (or 
establish  such  agreements  for  the  first 
time  if  they  were  not  previously  in 
comj)liance). 

C.  Thii'd-Partv  Disclosums 

•  Breach  notification  to  affec:ted 
individuals  and  the  media  1()4.4()4  & 
184.408).  We  revise  our  estimates  of  the 
numhm’s  of  breaches,  covered  entities, 
and  individuals  affected  to  reflect  our 
ex])erience  in  administering  the  breach 
notification  reciuirements  under  the 
interim  final  rule. 

•  Revision  and  dissemination  of 
notices  of  j)rivacy  practices  for 
protei:ted  health  information 

(§  184. .520).  (lur  burden  estimates  for 
this  ])rovi.sion  in  the  proposed  rule  were 
ha.sed  on  the  requirement  forcoveretl 
entities  to  semi  a  separate  mailing 
containing  the  new  notice  to  each  policy 
holder.  As  part  of  an  effort  to  reduce 
overall  burden,  the  final  rule  instead 
permits  health  })lans  to  .send  the  revi.sed 
notice  of  j)rivacy  practices  in  their  next 
annual  mailing  to  policy  holders, 
allowing  them  to  avoid  additional 
distribution  burdens.  We  also  revise  the 
e.stimated  number  of  af  fected  covered 
entities  based  on  ujidated  information 
from  the  Dej)artment  of  Labor  and  the 
.Small  Business  Admini.stration. 

In  addition  to  the  changes 
summarized  above,  the  information 
collections  described  in  this  final  rule 
have  been  suhmittcul  to  the  Office  of 
Management  and  Budget  for  review  and 
approval. 


List  of  Subjects 
45  C:FR  Pail  160 

Administrative  practice  and 
procedure,  Com})uter  technologv, 
Eh;ctronic  information  sy.stem. 

Electronic  transactions.  Employer 
benefit  i)lan.  Health.  Health  care.  Health 
facilities.  Health  insurance.  Health 
records.  Hospitals,  Investigations, 
Medicaid.  Medical  re.search.  Medicare, 
Penalties,  Privacy.  Rej)orting  and  record 
keeping  reciuirements,  .Security. 

45  CFR  Part  164 

Administrative  j)ractice  and 
procedure.  Computer  technologv. 
Electronic  information  system. 

Electronic  transactions.  Employer 
benefit  plan.  Health.  Health  care.  Health 
facilities.  Health  insurance.  Health 
records,  Hosi)ital.s,  Medicaid.  Medical 
research.  Medicare.  I’rivacy,  Reporting 
and  record  keeping  recpurements. 
Security. 

For  the  reasons  set  forth  in  the 
preamble,  the  Department  amends  4.5 
CFR  .Subtitle  A,  .Suhchapter  (L  parts  180 
and  184,  as  .set  forth  below: 

PART  160— GENERAL 
ADMINISTRATIVE  REQUIREMENTS 

■  1.  The  authority  citation  for  part  180 
is  revi.sed  to  read  as  follows: 

Authority:  42  1J..S.(;.  i;?()2(a);  42  1I..S.(’,. 
1320(1-1.320(1-0:  sec.  204.  l*iil).  L.  104-191. 
no  .Stal.  2033-2034  (42  H-.S-C.  1320(1-2 
(note)):  ,5  II..S.(].  .5.52:  secs.  13400-13424.  Pul). 
L.  111-5,  123  .Slat.  258-279;  and  sec.  1104  of 
Pill).  L.  111-148.  124  Stal.  140-154. 

■  2.  Revise  §  180.101  to  read  as  follows; 

§160.101  Statutory  basis  and  purpose. 

The  requirements  of  this  suhchapter 
implement  sections  1171-1180  of  tlie 
.Social  Security  Act  (the  Act),  sections 
282  and  284  of  Pul)lic  Law  104-191, 
section  105  of  Public  Law  110-233, 
.sections  13400-13424  of  Public  Law 
111-5.  and  section  1104  of  Public  Law 
111-148. 

■  3.  Amend  §  180.102  as  follows: 

■  a.  Redesignate  paragraph  (h)  as 
paragra|)h  (c);  and 

■  1).  Add  new  paragraph  (h)  to  read  as 
follows: 

§160.102  Applicability. 

*  *  *  *  -k 

(h)  Where  provided,  the  standards, 
re(|uirements,  and  implementation 
specifications  adopted  under  this 
.suhcha])ter  apply  to  a  husine.ss 
associate. 

***** 

■  4.  Amend  §  180.103  as  follows: 

■  a.  Revise  the  definitions  of  “Business 
associate”,  “(iom])liance  date”. 
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“Disclosure",  “Electronic  media",  the 
introductory  text  of  the  definition  of 
“Health  information”.  |)aragra])hs  (l)(vi) 
through  (xi).  and  (xv)  of  the  definition 
of  “Health  plan”,  paragraph  (2)  of  the 
definition  of  "Protected  health 
information.”  and  the  definitions  of 
“Standard”.  “State",  and  “Workforce!”; 
and 

■  1).  Add.  in  al])hat)(!tical  order,  new 
definitions  of  “Administrative 
simplification  provision”.  “Ah)”.  "Cavil 
money  j)enalty  or  penalty”.  “Family 
member",  “(ienetic  information”, 
“(ienetic  services",  “(ainetic  test". 
“Manifestation  or  manifested", 
“Respondent".  “Suhcontractor”,  and 
“Violation  or  violate". 

The  revisions  and  additions  read  as 
ff)llows: 

§160.103  Definitions. 

■k  -k  "k  "k  ■k 

Administntliva  simplification 
provision  means  any  recpiiniinent  or 
prohibition  established  i)v: 

(1)  42  IJ.S.C:.  132()d-13'2()d-4.  1320(1- 
7,  1320(1-8.  and  1320(1-9; 

(2)  S(!ction  204  of  Fuh.  L.  104-191; 

(3)  Sections  13400-13424  of  Public 
Diw  lll-.'i;  or 

(4)  This  suh(:haj)ter. 

AT/ means  Administrative  Taw  lu(lg(!. 

k  k  k  k  k 

Ihisiimss  associate:  (1 )  Exc(!pt  as 
provi(l(!(t  in  paragrajih  (4)  of  this 
definition,  husiiuiss  associate  means, 
with  r(!sj)(!ct  to  a  covered  entity,  a 
person  who: 

(i)  (Jn  Ixihalf  of  such  covered  entity  or 
of  an  organized  health  care  arrangement 
(as  (lefin(!(l  in  this  s(!ction)  in  which  the 
covenal  entity  particij)ates.  hut  other 
than  in  the  cajiacity  of  a  member  of  the 
workforce  of  such  covenid  entity  or 
arrang(!ment.  cniates.  receives, 
maintains,  or  transmits  jirotected  h(!alth 
information  for  a  function  or  activity 
r(!gidat(!d  by  this  suh(:ha])ter.  including 
claims  proc(!ssing  or  administration, 
data  analysis,  jjrocessing  or 
a(lministrati(3n.  utilization  review. 
(|uality  assurance.  pati(mt  sahitv 
activiti(!s  list(!d  at  42  CFR  3.20.  hilling, 
Ixinefit  inanagenKmt.  practice 
manag(;ment,  and  rej)ricing;  or 

(ii)  Provi(l(!s.  other  than  in  the 
capacity  of  a  member  of  the  workforce 
of  such  covered  (mtity,  legal,  actuarial, 
accounting,  consulting,  data  aggregation 
(as  (hjfiiKid  in  §104..'i()l  of  this 
.suh(;ha|)ter),  manag(!ment, 
administrative,  accreditation,  or 
financial  .servic(!s  to  or  for  such  covered 
(aitity.  or  to  or  for  an  organized  h(!alth 
care  arrangem(!nt  in  which  the  cox'ered 
(aitity  particij)ates.  wluire  the  provision 
of  th(!  .service  involv(!s  the  di.sclosure  of 
j)rot(!ct(!d  health  information  from  such 


covered  (Mitity  or  arrangement,  or  from 
another  husimiss  associate  of  such 
covered  entity  or  arrangement,  to  the 
person. 

(2)  A  covered  (aitity  may  Ix!  a  business 
associate  of  another  covenid  entity. 

(3)  Business  associate  includes: 

(i)  A  Health  Information  Organization, 
E-prescrihing  Ciateway,  or  other  person 
that  provides  data  transmission  servi(:(!s 
with  res])(!ct  to  pr()t(!cted  luiallh 
information  to  a  covered  entity  and  that 
r(!(juires  access  on  a  routine  basis  to 
such  ])rot(!cte(l  luxdth  information. 

(ii)  A  p(!rs()n  that  offers  a  personal 
luialth  nicord  to  one  or  more  individuals 
on  behalf  of  a  covered  entity. 

(iii)  A  suhcontractor  that  cr(!at(?s, 
r(!ceives,  maintains,  or  transmits 
])rot(!cte(l  h(!alth  information  on  behalf 
of  the  husiiKJ.ss  as.sociate. 

(4)  Business  associate  does  not 
include: 

(i)  A  luxdth  care  provider,  with 
r(!sp(!(:t  to  disclosures  by  a  covered 
entity  to  the  luialth  care  jirovider 
concerning  the  treatnuiut  of  the 
individual. 

(ii)  A  plan  sjjonsor,  with  respect  to 
disclosures  by  a  grouj)  lundth  ])lan  (or 
by  a  health  insurance  issuer  or  HMO 
with  r(!S])(!ct  to  a  group  he:dth  plan)  to 
the  plan  sponsor,  to  the  extent  that  the 
r(!(]uirements  of  §  184. .104(1)  of  this 
sul)cha])ter  a|)ply  and  are  m(!t. 

(iii)  A  government  agency,  with 
Hispect  to  (l(!fermining  eligibility  for,  or 
enrollment  in.  a  government  luialth  ])lan 
that  ])r()vid(!s  ])ul)lic  benefits  and  is 
administered  t)y  another  government 
ag(!ncy.  or  colhicting  pr()t(!cte(l  health 
information  for  .such  j)ur|)()ses.  to  the 
extent  such  activiti(!s  are  authorized  by 
law. 

(iv)  A  covered  entity  participating  in 
an  organized  health  care  arrangement 
that  performs  a  function  or  activity  as 
de.scrihed  by  paragraph  (l)(i)  of  this 
definition  for  or  on  behalf  of  such 
organized  health  care  arrangrunent.  or 
that  provides  a  service  as  (hi.scrihed  in 
paragra])h  (l)(ii)  of  this  definition  to  or 
for  such  organized  luxilth  can! 
arrangeuuuit  by  virtue  of  such  activiti(!.s 
or  services. 

(iivil  money  penalty  or  penalty  m(!ans 
the  amount  determined  un(l(!r  §  1()().4()4 
of  this  part  and  inclu(i(!.s  llu!  plural  of 
th(!S(!  terms. 

***** 

(Compliance  date  means  th(!  date  by 
which  a  c()V(!r(!(l  entity  or  husin(!ss 
a.ssociate  mu.st  comply  with  a  .standard, 
implementation  .sp(!cificati()n, 
nujinrement,  or  modification  a(i()])t(!(i 
un(l(!r  this  suh(:ha])t(!r. 
***** 

Disclosure  means  the  rehxise,  transfer, 
jjrovision  of  access  to,  or  divulging  in 


any  manner  of  information  outside  the 
(!ntity  holding  the  information. 
***** 

Electronic  media  means: 

(1)  El(!(:tr()nic  storage  material  on 
which  data  is  or  may  he  recorded 
(!l(!clr()nically.  including,  for  exainjile, 
devices  in  computers  (hard  drives)  and 
any  removahhVtransjjortahle  digital 
memorv  medium,  such  as  magnetic  ta])(! 
or  disk,  optical  disk,  or  digital  memory 
card: 

(2)  Transmi.ssion  media  u.s(!(l  to 
(!xchang(!  information  already  in 
(!l(!ctr()nic  .storage  media.  Transmi.ssion 
media  include,  for  example,  tlu! 

Internet.  {!xtran(!t  or  intranet,  hxised 
lines,  dial-up  lin(!.s,  jjrivate  n(!tw()rks, 
and  the  physical  movement  of 
r(!movahle/trans])(jrtahle  electronic 
.storage  media.  Certain  transmissions, 
including  of  i)ap(!r,  via  facsimile,  and  of 
voice,  via  tel(!j)h()n(!,  are  not  considered 
to  he  transmissions  via  ehictronic  media 
if  the  information  being  (ixchanged  did 
not  exist  in  (!l(!ctr()nic  form  immediately 
before  the  transmi.ssion. 
***** 

Familv  memher  nuxms,  with  r(!.sp(!(;t 
to  an  individual: 

(1)  A  (l(!p(!n(l(!nt  (as  such  term  is 
defined  in  4.1  CFR  144.103),  of  the 
individual:  or 

(2)  Any  oth(!r  ])(!r.son  who  is  a  first- 
(l(!gr(!e.  s(!C()nd-(l(!gr(!(!,  thir(l-(l(!gr(!(!,  or 
f()urth-(l(!gr(!e  relative  of  the  individual 
or  of  a  (l(!p(!nd(!nt  of  the  individual. 
Relatives  by  affinity  (such  as  by 
marriage  or  adoption)  are  tnxded  the 
same  as  relatives  by  consanguinity  (that 
is,  r(!latives  who  share  a  common 
biological  ancestor).  In  (l(!t(!rmining  the 
d(!gr(!(!  of  the  relationship,  relativ(!.s  by 
less  than  full  con.sanguinity  (such  as 
half-siblings,  who  share  only  one 
parent)  are  treated  the  same  as  relatives 
In'  full  consanguinity  (such  as  siblings 
who  share  both  ])arents). 

(i)  First-d(!gr(!e  relatives  include 
jiarents,  spouses,  siblings,  and  children. 

(ii)  S(!C()n(l-(l(!gr(!(!  relatives  include 
grandjjanmts.  grandchildren,  aunts, 
uncl(!.s.  nepluiws,  and  ni(!ce.s. 

(iii)  Third-degree  relatives  include 
gr(!at -grandparents,  great-grandchildren, 
great  aunts,  gr(!at  uncles,  and  first 
cousins. 

(iv)  F()urth-(l(!gr(!(!  relativ(!.s  include 
gr(!at-gr(!ai  gran(l])ar(!nl.s,  gr(!at-gr(!at 
grandchildnm.  and  children  of  first 
cousins. 

(ienetic  information  means: 

(1)  Subject  to  ])aragraph.s  (2)  and  (3) 
of  this  definition,  with  r(}.sp(!ct  to  an 
individual,  information  about: 

(i)  The  individuar.s  geiuitic  tests; 

(ii)  The  geiuitic  tests  of  family 
members  of  the  individual; 
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(iii)  Tlie  manifestation  of  a  disease  or 
disorder  in  family  meml)ers  of  such 
individual;  or 

(ivj  Any  re(]nest  for.  or  receipt  of. 
genetic  .services,  or  participation  in 
clinical  research  which  includes  genetic 
.services,  by  the  individual  or  anv  family 
memh(!r  of  the  individual. 

(2)  Any  reference  in  this  snhcha])ter  to 
genetic  information  c{)ncerning  an 
individual  or  family  memher  of  an 
individual  shall  include  the  genetic 
information  of: 

(i)  A  fetus  carried  by  the  individual  or 
family  memher  who  is  a  ])regnant 
woman:  and 

(ii)  Any  embryo  legally  held  by  an 
individual  or  family  memher  utilizing 
an  assisted  re])rodnctive  technology. 

(.3)  (lenetic  information  excludes 
information  about  the  sex  or  age  of  any 
individual. 

f.’e77e//c  servicfis  means: 

(1)  A  genetic  test; 

(2)  Genetic  counseling  (including 
ohtaiidng,  interpreting,  or  as.sessing 
genetic  information):  or 

(3)  Genetic  education. 

(hiiKific  tfist  means  an  analysis  of 
human  DNA,  RNA,  chromosomes. 
])roteins,  or  metabolites,  if  the  analvsis 
d(!tects  genoty])es,  mutations,  or 
chromo.somal  changes.  Genetic  test  does 
not  include  an  analysis  of  proteins  or 
metabolites  that  is  dire7:tlv  related  to  a 
manifested  di.sea.se,  disorder,  or 
pathological  c:ondition. 
***** 

H(mllh  infoi'imition  means  any 
information,  including  genetic 
information,  whether  oral  or  recorded  in 
any  form  or  medium,  that:  *  *  * 
***** 

Ilaalth  plan  means  *  *  * 

(1)  *  *  * 

(vi)  The  Voluntary  PrescrijJtion  Drug 
Benefit  Program  under  Part  D  of  title 
XVIII  of  the  Act,  42  II.S.G.  13n.5w-l()l 
through  1395w— 152. 

(vii)  An  issuer  of  a  Medicare 
supplemental  policy  (as  defined  in 
.section  1882(g)(1)  of  the  Act,  42  IJ.S.Ci. 
1395ss(g)(l)). 

(viii)  An  issuer  of  a  long-term  care 
])olicy,  excluding  a  nursing  home  fixed 
indemnity  j)olicy. 

(ix)  An  employee  welfare  benefit  ])lan 
or  any  other  arrangement  that  is 
established  or  maintained  for  the 
purpose  of  offering  or  ])roviding  health 
hcmefits  to  the  em])lovees  of  two  or  more 
employers. 

(x)  The  health  care  program  for 
uniformed  sei  vices  under  title  10  of  the 
United  States  Gode. 

(xi)  The  veterans  health  care  program 
under  38  IJ.S.G.  chapter  17. 


(xv)  The  Medicare  Advantage  program 
under  Part  G  of  title  XVlll  of  the  Act,  42 
U..S.G.  13t)5w-21  through  1395w-28. 
***** 

Manifastation  or  luanifastad  imxms, 
with  respect  to  a  disease,  disorder,  or 
pathological  condition,  that  an 
individual  has  h(!en  or  could  rea.sonahly 
he  diagnosed  with  the  disease,  disorder, 
or  pathological  condition  hv  a  health 
care  profe.ssional  with  a])])ropriate 
training  and  ex])ertise  in  the  field  of 
medicim;  involved.  For  purposes  of  this 
subc.hapter,  a  tli.sease,  disorder,  or 
pathological  condition  is  not  manifested 
if  the  diagnosis  is  based  princijially  on 
genetic  information. 
***** 

ProtacAed  haaUh  infonnalion  *  *  * 

(2)  Protected  health  information 
excludes  individually  identifiable 
health  information: 

(i)  In  education  records  covered  hv 
the  Family  Educational  Rights  and 
Privacv  Act,  as  amended,  20  ll.S.Ci. 
1232g:' 

(ii)  In  records  described  at  20  U.S.G. 
1232g(a)(4)(B)(iv): 

(iii)  In  em])loyment  records  held  hv  a 
covered  entity  in  its  role  as  employer: 
and 

(iv)  Regarding  a  pcn'.son  who  has  been 
deceased  for  more  than  50  years. 
***** 

Paspanclcnt  means  a  covei'ed  entity  or 
business  as.sociate  upon  which  the 
Secretary  has  imposed,  or  j)ro])oses  to 
imi)ose,  a  civil  money  penalty. 
***** 

Standard  means  a  rule,  condition,  or 
re(|nirement: 

(1)  Describing  the  following 
information  for  j)rodnct.s,  sv.stems. 
services,  or  ]7ractice.s: 

(1)  Gla.ssification  of  comjjonents: 

(ii)  S])ecification  of  materials. 
])erformance,  or  operations;  or 

(iii)  Delineation  of  ])rocedure.s:  or 

(2)  With  re.sp(!ct  to  the  privacy  of 
protected  health  information. 
***** 

Stata  refers  to  one  of  the  following: 

(1)  For  a  health  plan  e.stahlished  or 
regulated  by  Federal  law.  State  has  the 
meaning  set  forth  in  the  applicable 
section  of  tin;  Unitecl  States  Gode  for 
such  health  plan. 

(2)  For  all  other  ])urpo.s(;.s.  State 
means  any  of  the  several  States,  the 
District  of  Ciolumhia,  the 
Gommonwealth  of  Puerto  Rico,  tin; 
Virgin  Islands,  Cinain,  American  Samoa, 
ami  the  (x)mmonwealth  of  the  Northern 
Mariana  Islands. 

SnhcontimAor  iiKxms  a  |)er.son  to 
whom  a  business  a.ssociate  delegates  a 
function,  activity,  or  service,  other  than 


in  the  capacity  of  a  memher  of  the 
workforce  of  such  business  a.ssociate. 
***** 

Violation  or  violate  means,  as  the 
context  may  recjnire,  failure  to  complv 
with  an  admini.strative  simj)lification 
])rovisit)n. 

Workforce  means  employcies, 
volunteers,  trainees,  and  other  persons 
whose  conduct,  in  the  performance  of 
work  for  a  covered  entity  or  business 
a.ssociate.  is  under  the  direct  control  of 
such  covei'ed  entity  or  business 
a.ssociate.  whether  or  not  thev  are  paid 
by  the  covered  entity  or  business 
as.sociate. 

■  5.  Add  ^  180. 105  tosnhpart  A  to  read 
as  follows: 

§160.105  Compliance  dates  for 
implementation  of  new  or  modified 
standards  and  implementation 
specifications. 

Except  as  otherwi.se  provided,  with 
respect  to  rules  that  adopt  new 
.standards  and  implementation 
sjiecifications  or  modifications  to 
.standards  and  imjilementation 
specifications  in  this  suhchapter  in 
accordance  with  §180.104  that  become 
effective  after  Jannarv  25,  2013,  covered 
entities  and  business  associates  must 
comply  with  the  applicable  new 
.standards  and  implementation 
specifications,  or  modifications  to 
standards  and  implementation 
specifications,  no  later  than  180  (lavs 
from  the  effective  date  of  any  such 
standards  or  imjilementation 
specifications. 

■  8.  Revise  §  180.201  to  read  as  follows: 

§160.201  Statutory  basis. 

The  jirovisions  of  this  suhjiart 
imjilement  section  1178  of  the  Act, 
.s(7ction  282  of  Public  Law  104-191, 
.section  284(c)  of  Public  Law  104—191, 
and  strction  13421(a)  of  Public  Law  111- 
5. 

■  7.  In  §  180.202.  r(!vi.se  the  definition  of 
“Gontrary”  and  paragraph  (l)(i)  of  the 
definition  of  “More  stringent”  to  read  as 
follows: 

§160.202  Definitions. 

***** 

Contraiy.  when  used  to  com})ar(i  a 
provision  of  State  law  to  a  standard, 
rixpiirement,  or  inijjlementation 
.s])(!cification  adopted  under  this 
suhchapter,  m(;ans: 

(1)  A  ccjvered  entitv  or  husine.ss 
as.sociate  would  find  it  impossible  to 
comply  with  both  the  .State  and  Federal 
reejuircanents:  or 

(2)  The  provision  of  State  law  stands 
as  an  obstacle  to  the  accomplishment 
and  execution  of  the  full  jjurjjoses  and 
objectives  of  ])art  G  of  title  XI  of  the  Act, 
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.section  284  of  Public  Law  104-191,  or 
sections  13400-13424  of  Public  Law 
111-3.  as  applicable. 

Moiv  strint^cni  *  *  * 

(!}***' 

(il  RiHjuired  by  the  Secretary  in 
connection  with  determining  wbetber  a 
covenul  entity  or  busine.ss  a.s.sociate  is  in 
compliance  with  this  snbcbapter:  or 
***** 

■  8.  Revise  Kit). 300  to  read  as  follows; 

§160.300  Applicability. 

This  subj)art  a|)i)lie.s  to  actions  by  the 
Secretarv.  covered  entities,  business 
associates,  aiul  others  with  respect  to 
a.scertaining  the  compliance  by  covered 
entities  and  business  associates  with, 
and  the  enforcement  of.  the  a]5plicable 
provisions  of  this  part  100  and  j)arts  102 
and  104  of  this  subchapter. 

§160.302  [Removed  and  Reserved] 

■  9.  Remove  and  r(!serve  §  Kit). 302. 

■  10.  Revise  §  100.304  to  read  as 
follows: 

§  160.304  Principles  for  achieving 
compliance. 

(aj  (Mopiu'dtinn.  The  .Secretary  will,  to 
the  extent  practicable  and  consi.stent 
with  the  jjrovisions  of  this  snbpart.  .s(;ek 
the  coojuiration  of  covc'rcul  entities  and 
business  associatcis  in  obtaining 
compliance  with  the  applicable 
administrative  simplification 
provisions. 

(b)  Assistance.  The  .Secretary  may 
jmn’ide  tcx:hnical  assistance  to  covc;red 
cnititicjs  and  businciss  associatcjs  to  help 
them  comply  voluntarilv  with  the 
applicable  admini.strative  simplification 
provisions. 

■  11.  In  §  100.300,  revise  ])aragrapbs  (aJ 
and  (c]  to  rcuul  as  follows: 

§  160.306  Complaints  to  the  Secretary. 

(a]  Iii"ht  to  file  a  complaint.  person 
who  believes  a  covered  entity  or 
busine.ss  as.sociate  is  not  comjjlying 
with  the  administrative  simjilification 
provisions  may  file  a  com|)laint  with  the 
.Secretar\’. 

***** 

(cj  Investigation.  (1)  The  .Scicretary 
will  invcistigate  any  comj)laint  filed 
under  this  .section  when  a  jireliminary 
review  of  the  facts  indicates  a  ])ossihle 
violation  cine  to  willful  nc!glc!c;t. 

(2]  The  .Sc!c:retary  mav  invcistigate  any 
other  c:c)m|)laint  fdcul  unclc;r  this  .sc!c:tion. 

(3}  An  invcistigation  under  this  sc;c:tion 
may  inc:lucie  a  review  of  the  j)ertinent 
policicis,  procc;clurc!S.  or  prac;tic:cis  of  the 
c-.overed  emtity  or  businciss  associate  and 
of  the  c;irc:umstanc:c!s  rcigarcling  anv 
allcjged  violation. 

(4]  At  the  time  of  the  initial  written 
communication  with  the  covcireci  entity 


or  busine.ss  a.s.sociate  about  the 
c:omplaiut,  the  .Sc!c;rcitary  will  dc!.sc;ribc! 
the  ac:ts  and/or  omissions  that  are  the 
basis  of  the  comjclaint. 

■  12.  Revise  §  100.308  to  rciaci  as 
follows: 

§  1 60.308  Compliance  reviews. 

(a)  The  .Sc!c:retary  will  c:oncluc:t  a 
compliance  rewienv  to  dcitermine 
whether  a  c:c)verc!ci  entity  or  businciss 
a.ssc)c;iate  is  complying  with  the 
applicable  administrative  .simplific;atic)n 
provisions  when  a  preliminary  rewiew 
of  the  facts  indicatcjs  a  ])os.sible  violation 
clue  to  willfid  nc;glc;c;t. 

(bj  The  .Sc!crc;tary  may  cc)ncluc:t  a 
c;c)mplianc;e  review  to  dcjtermine 
whether  a  c;c)verecl  entity  or  husiness 
associate  is  comj)lying  with  the 
apj)lic:ahle  administrative  .simplific:ation 
provisions  in  any  other  c;irc:um.stanc:e. 

■  1 3.  Revise  S  1 00.31 0  to  rcjacl  as 
follows: 

§  160.310  Responsibilities  of  covered 
entities  and  business  associates. 

(aJ  Provide  records  and  compliance 
reports.  A  c:c)verc;cl  emtity  or  business 
as.sc)c:iate  must  kcuip  .suc;h  r(!c:c)rds  and 
submit  such  c;omplianc:e  rc'ports.  in  snc:h 
time  and  manner  and  c:c)ntaining  .suc;h 
iidormation,  as  the  .Scicretary  may 
cletc;rmine  to  be:  nc:cc:.ssarv  to  enable  the 
.Secretary  to  a.sc:ertain  whc;thc;r  the 
c:c)vc;recl  entity  or  bn.sinc:.s.s  associate  has 
c:c)mpliecl  or  is  c:omplying  with  the 
applic:able  administrative  .simplific:ation 
provisions. 

(b]  (Cooperate  with  complaint 
investigations  and  compliance  reviews. 
A  covered  entity  or  business  associate 
must  c:oc)perale  with  the  .Sc;c;retary,  if  the 
Sc:c:rc;tary  undertakes  an  invc;stigation  or 
c:ompliance  review  of  the  policies. 
j)rc)c:eclure.s,  or  practic:c;s  of  the  coverc;cl 
entity  or  business  a.s.sc)c:iate  to  clc:termine 
whether  it  is  complying  with  the 
applic;able  administrative  simplific;atic)n 
provisions. 

(c:]  Permit  access  to  information.  (1)  A 
c;overed  c:ntity  or  business  a.s.soc:iate 
must  pc;rmit  ac:c:c;ss  by  tbe  .Sec.retary 
during  normal  businc:.ss  hours  to  its 
fac;ilities.  books,  records,  acc.ounts,  and 
otbc:r  .sourcc;s  of  information.  inc:huling 
])rc)tc;c:ted  hc;alth  information,  that  arc; 
pertinent  to  a.scertaining  complianc:e 
with  the;  ap])lic:abic;  administrative 
simplific:atic)n  provisions.  If  the; 
.Sc;c;rc;tary  clc;lc;rminc;.s  that  exigent 
c:irc:umstanc:c;.s  c;xi.st,  .suc:h  as  whc;n 
doc:umc;nts  may  be;  bidden  or  cic;stroyc;cl, 
a  c:ovc;rc;d  c;ntity  or  business  a.ssociatc; 
must  pc;rmit  acc;c;ss  by  the  .Sc;crc;tary  at 
any  lime  and  without  nc)tic:c;. 

(2}  If  any  information  rc;cinirc;ci  of  a 
c;c)vc;rc;cl  c;ntity  or  businc;.ss  associate 
under  this  sec:tion  is  in  the  c;xcln.sivc: 


]K)ssc;s.sion  of  any  other  agenc;y. 
institution,  or  person  and  the  other 
agc;nc:y,  institution,  or  person  fails  or 
rc;fu.sc;s  to  furnish  the  information,  the 
covered  entity  or  bu.sinc;.ss  assc)c:iatc; 
must  so  c;c;rtify  and  sc;t  forth  what  efforts 
it  has  made  to  obtain  the  information. 

(3)  lhc)tc;c;lecl  health  information 
obtained  by  the  .Sc;c;rc;tary  in  c:c)nnc;ctic)n 
with  an  investigation  or  c:c)mplianc:c; 
revic;w  undc;r  this  subpart  will  not  be 
disclo.sed  by  the  .Sc:crc;tary.  c:xc:c;pl  if 
nc;c:c;s.sary  for  asc:c;rtaining  or  c;nforc:ing 
c:c)mplianc;c;  with  the  ap])lic:ablc; 
administrative  simplific:atic)n 
IH'ovisions,  if  otherwise  rc;c]uired  by  law, 
or  if  permitted  under  3  11..S.C. 

332a(b)(7). 

■  14.  Rc;visc;  §  100.312  to  rc;acl  as 
follows: 

§160.312  Secretarial  action  regarding 
complaints  and  compliance  reviews. 

(a]  Hesointion  when  noncompliance  is 
indic(ded.  (1}  If  an  invc;.stigaticm  of  a 
c:omplaint  pursuant  to  §  100.300  or  a 
cc)mplianc:c;  review  pursuant  to 
§100.308  inclic;atc;.s  nc)nc;c)m])lianc;c;,  the 
.Sc;c:retary  may  atteni])!  to  rc;ac;h  a 
re.solution  of  the  matter  .sati.sfac:tory  to 
the  .Sc;c:rc;tary  by  informal  mc;ans. 
Informal  mc;an.s  may  inc:lnclc; 
demonstrated  c:omplianc:c;  or  a 
c:om])lc;tc;cl  corrective  ac:tic)n  jilan  or 
other  agreement. 

(2]  If  the  matter  is  resolved  by 
informal  means,  the  .Sc;c:rc;tary  will  .so 
inform  the  c;c)vc;rc;d  caitity  or  business 
as.sc)c:iatc;  and,  if  the  mattc;r  aro.se;  from 
a  c;omplaint.  the  c:c)m])lainant,  in 
writing. 

(3)  If  the  matter  is  not  resolved  by 
informal  mc;an.s,  the  .Sc;c:rc;tary  will — 

(ij  .So  inform  the  c;overc;cl  c;ntity  or 
businc;.s.s  as.sc)c:iatc;  and  provide  the 
c:c)verc;cl  entity  or  busine.ss  a.ssoc:iatc;  an 
opportunity  to  submit  written  c;viclc;nc:e 
of  any  mitigating  factors  or  affirmative 
clefen.sc;s  for  c;onsiclc;ration  under 
§§  100.408  and  100.410  of  this  part.  The 
covered  entity  or  busine.ss  as.sc)c:iatc; 
mu.st  sid)mit  any  such  evidence  to  the 
.Sec:rc;tary  within  30  clays  (c:om])nted  in 
the  same  mannc;r  as  prescribed  under 
§  100.320  of  this  j)art)  of  rc;c:c;i])t  of.suc:h 
notification:  and 

(iil  If.  following  ac:tic)n  pursuant  to 
paragrajih  (a)(3l(i)  of  this  sc;c:tion,  the 
.Sc;c:retary  finds  that  a  c:ivil  money 
pc;nalty  should  be  imposed,  inform  the 
c:ovc;recl  entity  or  busine.ss  a.s.sc)c;iate  of 
suc;h  finding  in  a  nc)tic;c;  of  prc)posc;cl 
dc;tc;rmination  in  ac:cordanc:c;  with 
§  100.420  of  this  j)art. 

(b)  Hesointion  when  no  violation  is 
found.  If,  aftc;r  an  invc;.sligatic)n  pursuant 
to  §  100.300  or  a  c:ompliancc;  rc;vic;w 
pursuant  to  §  100.308.  the  .Sc;c:rc:tarv 
dc;tc;rminc;s  that  furthc;r  action  is  not 
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warranted,  the  Secnjtarv  will  so  inform 
tlie  covered  entity  or  business  associate 
and,  if  the  matter  arose  from  a 
complaint,  the  complainant,  in  writing. 

■  l.'i.  In  S  l()().31l).  revise  tlie 
introdnctorv  text  to  read  as  follows: 

§160.316  Refraining  from  intimidation  or 
retaliation. 

A  covered  entity  or  l)usiness  associate 
may  not  threaten,  intimidate,  coerce, 
harass,  discriminate  against,  or  take  any 
other  retaliatory  action  against  any 
individual  or  other  ])er,son  for — 
***** 

■  Itt.  In  §  1()().4()1 ,  revise  the  definition 
of  “Reasonal)le  cause”  to  read  as 
follows: 

§160.401  Definitions. 

***** 

RiHisonable  cause  means  an  act  or 
omission  in  which  a  covered  entity  or 
husiness  associate  knew,  or  hy 
exercising  reasonable  diligence!  would 
have  known,  that  the  act  or  omlssie)n 
violated  an  administrative 
simplification  provision.  l)ut  in  which 
the  covered  entity  or  l)usiness  associate 
did  not  act  with  willful  neghict. 
***** 

■  17.  Revise  §  l(i0.4()2  to  nxid  as 
follows: 

§  160.402  Basis  for  a  civil  money  penalty. 

(a]  Geneml  rule.  Subject  to  §!()(). 410, 
the  Secretary  will  imjjose  a  civil  money 
penalty  u])on  a  covered  entity  or 
business  associate  if  the  Secretarv 
determines  that  the  covered  entity  or 
husiness  associate  has  violated  an 
administrative  simjjlification  provision. 

(h)  Violation  hv  more  than  one 
covered  entity  or  business  associate.  ( 1 ) 
Except  as  provided  in  jjaragrajjh  (h)(2) 
of  this  section,  if  the  Secretary 
determines  that  more  than  one  covered 
entity  or  husiness  associate  was 
responsible  for  a  violation,  the  Secretary 
will  imjjose  a  civil  money  jjenalty 
against  each  such  covered  entity  or 
husiness  associate. 

(2)  A  covered  entity  that  is  a  member 
of  an  affiliated  covered  entity,  in 
accordance  with  §  l(i4.1().'5(h)  of  this 
snhcha])ter.  is  jointly  and  .severally 
liable  for  a  civil  monev  penalty  for  a 
viol;  lion  of  ]iart  184  of  this  snhehapter 
based  on  an  act  or  omission  of  the 
affiliated  covered  entity,  unless  it  is 
established  that  another  memher  of  the 
affiliated  covered  entity  was  responsible 
for  the  violation. 

(c)  Violation  attributed  to  a  covered 
entitv  or  l)usiness  associate.  (1)  A 
covered  entity  is  liable,  in  accordance 
with  the  Federal  common  law  of  agency, 
for  a  civil  money  penalty  for  a  violation 


ha.sed  on  the  act  or  omission  of  anv 
agent  of  the  covered  entity,  including  a 
workforce  memher  or  husiness 
a.ssociate,  acting  within  the  scope  of  the 
agency. 

(2)  A  husine.ss  as.sociate  is  liable,  in 
accordance  with  the  Federal  common 
law  of  agency,  for  a  civil  money  penalty 
for  a  violation  based  on  the  act  or 
omi.ssion  of  any  agent  of  the  husiness 
associate,  including  a  workforce 
memh(!r  or  snhcontrac:tor,  acting  within 
the  scope  of  the  agency. 

■  18.  In  §  180. 404.  revise  the 
introductory  text  of  paragraphs  (h)(2)(i). 
(h)(2)(iii],  and  (h)(2)(iv)  to  read  as 
follows: 

§  1 60.404  Amount  of  a  civil  money  penalty. 

***** 

(hj*  *  * 

(2)  *  *  * 

(i)  For  a  violation  in  which  it  is 
established  that  the  covered  entity  or 
husine.ss  as.sociate  did  not  know  and,  by 
exercising  reasonable  diligence,  would 
not  have  known  that  the  covered  entity 
or  business  as.sociate  violated  such 
provision, 

***** 

(iii)  For  a  violation  in  which  it  is 
(established  that  the  violation  was  due  to 
willful  neghict  and  was  corrected  during 
the  3l)-day  period  beginning  on  the  first 
date  the  covered  entity  or  husimess 
associate!  liable  for  the  penalty  knew,  or, 
hy  ex(!rcising  nuisonahle  diligence, 
would  have  known  that  the  violation 
occurred. 

***** 

(iv)  Fora  violation  in  which  it  is 
established  that  the  violation  was  due  to 
willful  n(!gh!ct  and  was  not  coiTCcted 
during  the  3()-day  j)eriod  h(!ginning  on 
the  first  date  the  cover(!d  entity  or 
business  a.ssociate  liable  for  the  ])enalty 
knew,  or,  by  exercising  reasonable 
diligence,  would  have  known  that  the 
violation  occurred. 
***** 

■  It).  Revise  §  180.408  to  riuid  as 
follows: 

§  1 60.406  Violations  of  an  identical 
requirement  or  prohibition. 

The  Secn!tary  will  dedermine  the 
numher  of  violations  of  an 
administrative  simplification  provision 
ha.sed  on  the  nature  of  the  cov(!red 
entity’s  or  business  a.ssociate's 
obligation  to  act  or  not  act  under  the 
provision  that  is  violated,  such  as  its 
obligation  to  act  in  a  certain  mann(!r,  or 
within  a  c(!rtain  time,  or  to  act  or  not  act 
with  resp(!ct  to  certain  persons.  In  the 
ca.se  of  continuing  violation  of  a 
j)rovi.sion.  a  separate  violation  occurs 
each  day  the  covered  entity  or  husine.ss 
a.ssociate  is  in  violation  of  the  provision. 


■  28.  Revise  §  180.408  to  read  as 
follows: 

§160.408  Factors  considered  in 
determining  the  amount  of  a  civil  money 
penalty. 

In  d(!termining  the  amount  of  anv 
civil  money  pcmalty,  the  S(!cretarv  will 
consider  the  following  factors,  which 
may  he  mitigating  or  aggravating  as 
approj)riate: 

(a)  The  nature  and  extent  of  the 
violation,  consideration  of  which  may 
include  but  is  not  limitrul  to: 

(1)  The  number  of  individuals 
aff(!Cted;  and 

(2)  The  time  period  during  which  the 
violation  occurred; 

(b)  Th(!  nature  and  extent  of  the  harm 
resulting  from  the  violation, 
consideration  of  which  may  include  but 
is  not  limit(!d  to: 

(1)  Whether  the  violation  caused 
physical  harm: 

(2)  \Vhetht!r  the  violation  r(!.sult(!d  in 
financial  harm; 

(3)  \Vheth(!r  the  violation  r{!snlted  in 
harm  to  an  individual’s  reputation;  and 

(4)  \Vheth(!r  the  violation  hindenul  an 
individual’s  ability  to  obtain  Inxilth 
care; 

(c)  The  history  of  prior  compliance 
with  the  administrative  simplification 
|)rovi.sion.s.  including  violations,  by  the 
cov(!red  entity  or  husine.ss  as.sociate, 
consideration  of  which  may  include  but 
is  not  limit(!d  to; 

(1)  \Vheth(!r  the  current  violation  is 
the  same  or  similar  to  previous 
indications  of  noncom])liance: 

(2)  Whetlu!!'  and  to  what  (!xtent  the 
covered  entity  or  husine.ss  a.ssociate  has 
attemptrul  to  correct  i)r(!viou.s 
indications  of  noncom})liance; 

(3)  Mow  the  covered  (mtity  or  business 
associate  has  responded  to  t(!chnical 
assistance  from  the  Secretary  provided 
in  the  context  of  a  compliance  effort; 
and 

(4)  Mow  the  covered  (mtity  or  husine.ss 
associate  has  r(!S])on(led  to  j)ri()r 
complaints; 

(d)  The  financial  condition  of  the 
covered  entity  or  business  a.s.sociate, 
consideration  of  which  may  include  but 
is  not  limit(!d  to: 

(1)  \Vh(!th(!r  the  covered  entity  or 
business  a.ssociate  had  financial 
difficultie.s  that  affect(!(l  its  ability  to 
(:()m])ly; 

(2)  VVh(!th(!r  the  imjjosition  of  a  civil 
monev  penaltv  would  jeojxirdize  the 
ability  of  the  cov(!re(l  entity  or  husin(!.s.s 
as.sociate  to  continue  to  ])rovid(!.  or  to 
pay  for,  h(!alth  care;  and 

(3)  The  size  of  the  covered  entity  or 
busiiKxss  as.sociate;  and 

(e)  Such  oth(!r  mattrms  as  justice  may 
re()uire. 
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■  21.  Revise  §  l(i0.41()  to  read  as 
to  Hows; 

§160.410  Affirmative  defenses. 

(aj  Tlie  Secretary  may  not: 

(1)  Prior  to  February  18.  2011.  impo.se 
a  civil  money  penalty  on  a  coveriul 
entity  or  business  associate  for  an  act 
that  violates  an  administrative 
sim])lirication  provision  if  the  covered 
entity  or  business  associate  establishes 
that  the  violation  is  punishable  under 
42  U.S.C.  1320d-(i. 

(2)  On  or  after  February  18,  2011, 
imiiose  a  civil  money  penalty  on  a 
covenul  entity  or  business  associate  for 
an  act  that  violates  an  administrative 
simplification  ])rovi.sion  if  the  covered 
entity  or  business  associate  e.stablishes 
that  a  jienalty  has  been  imjjo.sed  under 
42  D.S.C.  1320d-0  with  respect  to  such 
act. 

(b)  For  violations  occurring  prior  to 
February  18.  2000.  the  Secretary  may 
not  impo.se  a  civil  monev  penaltv  on  a 
covered  entity  for  a  violation  if  the 
covered  entity  establishes  that  an 
affirmative  defense  exists  with  njspect 
to  the  violation,  including  the  following; 

{1}  The  covered  entitv  establishes,  to 
the  satisfaction  of  the  .Secretary,  that  it 
did  not  have  knowleilge  of  the  violation, 
determined  in  accordance  with  the 
iMuleral  common  law  of  agency,  and  hy 
exercising  reasonable  diligence,  would 
not  have  known  that  the  violation 
occurred:  or 

(2j  The  violation  i.s — 

(il  Due  to  circumstances  that  would 
make  it  unreasonable  for  the  covered 
entity,  despite  the  exercise  of  ordinary 
busine.ss  care  and  jH  udence.  to  comj)ly 
with  the  administrative  sim])lification 
provision  violated  and  is  not  due  to 
willful  neglect:  and 

(iij  Corrected  during  either; 

(A)  The  3()-day  j)eriod  b(!ginning  on 
the  first  date  the  covered  entitv  lial)le 
for  the  penalty  knew,  or  by  exercising 
reasonable  diligence  would  have 
known,  that  the  violation  occurred:  or 
(BJ  .Such  additional  period  as  the 
.S«‘cretary  detiirmines  to  be  aj)propriate 
basetl  on  the  nature  and  extent  of  the 
failure  to  comply. 

(c)  For  violations  occurring  on  or  after 
February  18.  2008.  the  .Secretary  may 
not  impo.se  a  civil  money  penalty  on  a 
covered  entity  or  busine.ss  as.sociate  for 
a  violation  if  the  covered  entity  or 
busine.ss  as.sociate  e.stablishes  to  the 
satisfaction  of  the  .Secretary  that  the 
violation  is — 

(1)  Not  due  to  willful  neglect;  and 
(2}  Corrected  during  either: 

(ij  The  30-dav  period  beginning  on 
the  first  date  the  covered  entity  or 
busine.ss  associate  liable  for  the  j)enalty 
knew,  or,  by  exercising  reasonable 


diligence,  would  have  known  that  the 
violation  occurred:  or 

(ii)  .Such  additional  period  as  the 
.Secretarv  detiMinines  to  be  appropriate! 
based  on  the  nature  and  extent  of  the 
failure  to  complv. 

■  22.  Revise  §  180.412  to  read  as 
follows: 

§160.412  Waiver. 

For  violations  de.scribed  in 
§  1 80.41  ()(b}(2)  or  (cj  that  are  not 
corrected  within  the  ])eriod  specified 
under  such  paragraphs,  the  .Secretary 
may  waive  the  civil  money  penalty,  in 
whole  or  in  i)art,  to  the  extent  that  the 
l)ayment  of  the  p(!nalty  woidd  he 
excessive  relative  to  the  violation. 

■  23.  Revise  §  180.418  to  read  as 
follows: 

§  1 60.41 8  Penalty  not  exclusive. 

Except  as  otherwise  provided  hv  42 
U.S.C.  1320d-.5(b)(l)  and  42  U.S.C. 
200l>-22(fl(3l,  a  j)enalty  im])os(!d  und(!r 
this  j)art  is  in  addition  to  any  other 
pciiialty  prescribed  by  law. 

■  24.  Amend  §  180. .534  as  follows: 

■  a.  Revise  j)aragra])h  (b)(l)(iii); 

■  1).  Add  ])aragrai)h  (b)(l}(iv):  and 

■  Revise  paragraph  (b)(2}. 

Th(!  revisions  read  as  follows: 

§160.534  The  hearing. 

***** 

(1)1(1}  *  *  * 

(iiij  (ilaim  that  a  propo.sed  penalty 
should  be  niduced  or  waived  i)ur.suant 
to  §  1()0.412  of  this  part;  and 

(iv)  (iomj)liance  with  subpart  D  of 
})art  184.  as  provided  under 
§184.414(1)}. 

(2}  The  .Secr(!tary  has  the  burden  of 
going  forward  and  the  burden  of 
persuasion  with  resp(!ct  to  all  other 
issues,  including  issues  of  liability  other 
than  with  respect  to  subpart  D  of  part 
184,  and  the  existence  of  any  factors 
considered  aggravating  factors  in 
determining  the  amount  of  the  j)ro])o.sed 
l)enalty. 

***** 

PART  164— SECURITY  AND  PRIVACY 

■  25.  The  authority  citation  for  part  184 
is  r(!vised  to  read  as  follows: 

Aulliorily:  42  U.S.C.  13()2(a):  42  U.S.C. 
1320(1-1320(1-?);  sec.  204.  Fill).  I..  104-101. 

1 10  .Stat.  2033-2034  (42  U.S.C.  1320(1- 
2())()l(!)}:  and  secs.  13400-13424.  Fill).  L.  111- 
.5.  123  Stat.  2.58-270. 

■  28.  Revise  §  184.102  to  l  ead  as 
follows: 

§  1 64.1 02  Statutory  basis. 

The  jtrovisions  of  this  part  are 
adopted  pursuant  to  the  Secretary's 
authority  to  jirescribe  .standards. 


riupiirements.  and  implementation 
specifications  under  jiart  C  of  title  XI  of 
the  Act.  section  284  of  Public  Law  104- 
101.  and  .sections  13400-13424  of 
Public  Law  1 1 1-5. 

■  27.  In  §  184.104,  revise  ))aragrai)h  (b} 
to  rixid  as  follows: 

§164.104  Applicability. 

***** 

(1)}  Wheie  pi'ovided.  the  standai'ds, 
leipiiiements.  and  imjilementation 
specifications  adopted  under  this  j)art 
ap])lv  to  a  business  associate. 

■  28.  Amend  §  184.105  as  follows: 

■  a.  Revise  the  introductory  text  of 
pai’agraph  (a}(l},  the  introductory  text  of 
l)aragra])h  (a}(2}(i},  paragrajih  (a}(2}(ii}. 
the  introductory  text  of  jiaragraph 
(a}(2}(iii},  and  pai'agraphs  (a}(2}(iii}(A} 
and  (B}: 

■  1).  Redesignate  paragrajih  (a}(2}(iii}(C} 
as  pai’agraph  (a}(2}(iii}(D}  and  add  new 
paragraph  (a}(2}(iii}(U}: 

■  c.  Revise  newly  redesignated 
paragraph  (a}(2}(iii}(U};  and 

■  (1.  Rin'i.se  paragrajih  (b}. 

The  revisions  read  as  follows: 

§164.105  Organizational  requirements. 

(a}(l}  Sldiidani:  Health  caw 
componeni.  If  a  cov(!red  entity  is  a 
hybrid  entity,  the  i'(!(|uirements  of  this 
part,  other  than  the  riKpiirmnents  of  this 
.section.  §  184.314,  and  §  184.504,  apply 
only  to  the  health  care  com])onent(.s}  of 
the  entitv.  as  specifiiul  in  this  section. 

(2}  *  *  * 

(i}  Application  of  other  provisions.  In 
apjilying  a  provision  of  this  part,  oth(!r 
than  the  requirements  of  this  section, 

§  184.314,  and  §  184.504,  to  a  hybrid 
entity: 

***** 

(ii}  Safegnarci  wqniwinents.  The 
covered  entity  that  is  a  hybrid  entity 
must  ensure  that  a  health  care 
component  of  the  entity  comjilies  with 
the  applicable  requirements  of  this  jiart. 
In  pai’ticular,  and  without  limiting  this 
lequirement.  such  covered  entity  mu.st 
ensure  that: 

(A}  Its  health  care  comjionent  does 
not  disclose  jirotected  health 
information  to  another  compommt  of 
the  coveriul  entitv  in  circumstances  in 
which  subpart  E  of  this  part  woidd 
prohibit  such  disclosure  if  the  health 
care  component  and  the  other 
com])onent  were  .separate  and  distinct 
legal  entities; 

(B}  Its  health  care  component  jirotects 
electronic  protected  health  information 
with  respect  to  anothi!r  comjionent  of 
the  covered  entity  to  the  .same  extent 
that  it  would  be  required  under  subjiart 
C  of  this  part  to  ])rotect  such 
information  if  the  health  care 
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component  and  the  other  comjionent 
were  se])arate  and  distinct  legal  entities; 

(C)  If  a  jjerson  j)erforins  duties  for 
both  the  health  care  component  in  the 
capacity  of  a  memher  of  the  workforce 
of  such  component  and  for  another 
component  of  the  entity  in  the  same 
capacity  with  respect  to  that 
com])onent,  such  workforce  memh(ir 
must  not  use  or  disclose  protected 
health  information  created  or  received 
in  the  course  of  or  incident  to  the 
memher’s  work  for  the  health  care 
component  in  a  way  j)rohihite(l  hy 
suhpart  E  of  this  part. 

(iii)  Rasponsibilitias  of  the  covered 
entity.  A  covered  entity  that  is  a  hybrid 
entity  has  the  following  responsibilities; 

(A)  For  purposes  of  snhpart  C  of  part 
IBO  of  this  snhchaj)ter,  pertaining  to 
compliance  and  enforcement,  the 
covered  entity  has  the  res])onsihility  of 
complying  with  this  part. 

(B)  The  covered  entity  is  responsible 
for  complying  with  ^  l(i4.31(i(a)  and 

§  l()4..530(i),  pertaining  to  the 
implementation  of  policies  and 
procedures  to  ensure  comj)liance  with 
applicable  r(;(]nirements  of  this  part, 
including  the  safeguard  nKiuirements  in 
paragraph  (aK2)(ii)  of  this  section. 

(C)  The  covered  entity  is  res])onsil)le 
for  com])lying  with  ^  1 84.314  and 

184. 504  regarding  business  associate 
arrangements  and  other  organizational 
nupiirements. 

(D)  The  covered  entity  is  res])onsihle 
for  designating  the  components  that  are 
l)art  of  one  or  more  health  care 
components  of  the  covered  entity  and 
docannenting  the  designation  in 
accordance  with  jjaragraph  (c)  of  this 
.section,  ])rovided  that,  if  the  covered 
entity  designates  one  or  more  health 
care  components,  it  must  include  any 
component  that  would  meet  the 
definition  of  a  covered  entity  or 
business  associate  if  it  were  a  separate 
legal  entity.  Health  care  component(s) 
also  may  include  a  component  only  to 
the  extent  that  it  performs  covered 
functions. 

(1) ](1)  Standard:  Affiliated  covered 
entities.  Legally  sej)arate  covered 
entities  that  are  affiliated  may  designate 
themselves  as  a  single  c:overe(l  entity  for 
])urpo.ses  of  this  part. 

(2)  Implementation  specifications. 

(i)  Beqnirements  for  designation  of  an 
affiliated  covered  entitv. 

(A)  Legally  separate  covered  entities 
may  designate  themselves  (including 
any  health  care  comjionent  of  such 
covered  entity)  as  a  single  affiliated 
covered  entity,  for  purposes  of  this  jjart, 
if  all  of  the  covered  entities  designated 
are  under  common  ownership  or 
control. 


(B)  The  designation  of  an  affiliated 
covered  entitv  must  he  docnmented  and 
the  docnmentation  maintained  as 
re(|nired  by  paragra|)h  (c)  of  this  section. 

(ii)  Safegaard  recjairements.  An 
affiliated  covered  entity  mn.st  ensure 
that  it  complies  with  the  ap])lical)le 
r(uinirements  of  this  part,  including,  if 
th(!  affiliated  covered  entity  combines 
the  functions  of  a  health  ])lan,  health 
care  ])rovider,  or  health  care 
clearinghouse,  184.3()8(a)(4)(ii)(A)  and 
§  184.5()4(g),  as  applicable. 
***** 

■  29.  Revi.se  §  184.108  to  read  as 
follows: 

§  1 64.1 06  Relationship  to  other  parts. 

In  complying  with  the  reciuirements 
of  this  part,  covered  entities  and.  where 
])rovided,  business  a.ssociates,  are 
recpiired  to  comply  with  the  applicable 
])rovi.sion.s  of  ])arts  180  and  182  of  this 
,sul)chapt(;r. 

■  30.  The  authority  citation  for  snhjjart 
C  of  ])art  184  is  revi.sed  to  read  as 
follows: 

Authority:  42  U..S.t;.  i:{2()(l-2  and  i:t20(l- 
4;  sec.  i:54()l,  Pul).  L.  111-5.  123  .Stal.  280. 

■  31.  Revise  §  184.302  to  read  as 
follows: 

§164.302  Applicability. 

A  covered  entitv  or  business  associate 
must  comply  with  the  ap])lical)le 
standards,  im])lementation 
specifications,  and  re(|nirement.s  of  this 
.snl)])art  with  respect  to  electronic 
])rotecte{l  health  information  of  a 
covered  entity. 

■  32.  In  §  184.304,  revise  the  definitions 
of  “Administrative  safeguards”  and 
"Bhvsical  safeguards”  to  read  as 
follows: 

§164.304  Definitions. 

***** 

Admini.strative  safeguards  are 
administrative  ac:tions,  and  policies  and 
jjrocednres,  to  manage  the  selection, 
development.  Implementation,  and 
maintenance  of  security  measures  to 
ju'otect  electronic  protected  health 
information  and  to  manage  the  conduct 
of  the  covered  entity’s  or  business 
a.ssociate’s  workforce  in  relation  to  the 
protection  of  that  information. 
***** 

Phvsical  safeguards  are  jjhysical 
measures,  ])olicie.s.  and  procedures  to 
])rotect  a  covered  entity’s  or  business 
a.ssociate’s  elec:tronic  information 
systems  and  related  buildings  and 
ecjnipment,  from  natural  and 
environmental  hazards,  and 
nnanthorized  intrusion. 
***** 


■  33.  Amend  §  184.308  as  follows: 

■  a.  Revise  the  introductory  text  of 
paragra})h  (a)  and  paragraph  (a)(1): 

■  1).  Revise  ])aragraj)h  (h)(1),  the 
introductory  text  of  paragraph  (h)(2), 
and  paragraphs  (h)(2)(i)  and  (h)(2)(ii); 

■  c.  Revise  paragraph  (c): 

■  (1.  Revi.se  paragraph  (d)(2).  the 
introductory  text  oi  paragraph  (d)(3), 
paragraph  ((l)(3)(i).  and  the  introductory 
text  of  paragraph  (d)(3)(ii);  and 

■  e.  Revise  paragraph  (e). 

The  revisions  read  as  follows: 

§164.306  Security  standards:  General 
rules. 

(a)  General  reqnirements.  Covered 
entities  and  business  associates  must  do 
the  following: 

(1)  Ensure  the  confidentiality, 
integrity,  and  availahilitv  of  all 
elec:tronic  protected  health  information 
the  covered  entity  or  bnsine.s.s  associate 
creates,  recei\'es.  maintains,  or 
transmits. 

***** 

(h)  *  *  * 

(1)  Covered  entities  and  hnsine.ss 
a.ssociates  may  n.se  any  security 
measures  that  allow  the  covered  entity 
or  business  as.sociate  to  reasonahlv  and 
appropriately  implement  the  standards 
and  im])lementation  specifications  as 
specified  in  this  snhpart. 

(2)  In  deciding  which  security 
measures  to  n.se.  a  covered  entily  or 
business  as.sociate  mn.st  take  into 
account  the  following  fac;tor.s: 

(i)  The  size,  comj)lexity.  and 
ca])ahilitie.s  of  the  covered  entity  or 
business  associate. 

(ii)  The  covered  entity’s  or  the 
bnsine.s.s  associate’s  technical 
infrastructure,  hardware,  and  software 
security  c:apahilitie.s. 
***** 

(c)  Standards.  A  covered  entity  or 
business  associate  must  comply  with 
the  apjilicable  standards  as  provided  in 
this  .section  and  in  §  184.308,  §  184.310, 
§  184.312,  §  184.314  and  §  184.318  with 
respect  to  all  electronic  protected  health 
information. 

(d)  *  *  * 

(2)  When  a  standard  adopted  in 
§  184.308,  §  184.310.  §  184.312. 

§  184.314,  or  §  184.318  includes 
recjnired  implementation  specifications, 
a  covered  entity  or  hnsine.ss  as.sociate 
must  implement  the  implementation 
.s|)ecifications. 

(3)  When  a  standard  a(lo|)te(l  in 
§184.308,  §184.310,  §184.312. 

§  184.314,  or  §  184.318  includes 
addressable  im])lementation 
sjjecifications,  a  covered  entity  or 
business  as.sociate  must — 

(i)  As.sess  whether  each 
im])lementation  specification  is  a 
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rea.sonable  and  appropriate  safeguard  in 
its  environment,  when  analyzeci  with 
nderence  to  the  likely  contrihution  to 
|)rote(:ting  electronic  protected  health 
information;  and 

(ii)  As  a])plicat)le  to  the  covered  entity 
or  husiness  associate; — 

*  *  *  *  * 

(e)  Maintf^nancf^.  A  cover(;d  entity  or 

i) usin(;ss  associate  must  review  and 
modify  the  security  measures 
implementetl  under  this  sut)])art  as 
ne(;ded  to  continue  provision  of 
n;a.sonahle  and  appropriate  protection  of 
electronic  protected  health  information, 
and  u])date  documentation  of  such 
securitv  measures  in  accordance  with 
§l(>4.31(i(h)(2)(iii). 

■  34.  Amend  §  184.308  as  follows: 

■  a.  Revise  the  introductory  text  of 
paragraj)h  (a),  paragraph  (a)(l)(ii)(A), 
paragraph  {a)(l)(ii)(C),  paragraj)!!  (a)(2). 

j) aragraph  (a)(3)(ii)((d.  paragraph 
(a)(4)(ii)(C).  paragraph  (a)(0)(ii).  and 
paragra])h  (a)(8);  and 

■  1).  Revise  paragraph  (h). 

The  revisions  read  as  follows: 

§164.308  Administrative  safeguards. 

(a)  A  covered  entity  or  husiness 
associate  must,  in  accordance  with 
§  104.300: 

(1)  *  *  * 

(ii)  *  *  * 

(A)  Hisk  (iiKilysis  (Unquirnd).  (anuluct 
an  accurate  and  thorough  assessment  of 
the  jjotential  risks  and  vulnerahilities  to 
the  confid(;ntiality,  integrity,  and 
availahilily  of  el(;ctronic  protected 
health  information  held  hy  the  covered 
entity  or  husiness  associate. 
***** 

(C)  Sanction  policy  (Required j.  Ajjply 
ai)propriate  .sanctions  against  workforce 
memhers  who  fail  to  comply  with  the 
security  |)olicies  and  procedures  of  the 
covered  entity  or  husine.ss  as.sociate. 
***** 

(2)  Standard:  Assigned  security 
responsihilitv.  Identify  the  securitv 
official  who  is  re.sj)onsihle  for  the 
develoj)ment  and  implementation  of  the 
policies  and  |)rocedure.s  required  hy  this 
suhpart  for  the  covered  entitv  or 
husiness  associate. 

(3)  *  *  * 

(ii)  *  *  * 

(C)  Termination  procedures 
(Addressable!.  Imj)lement  procedures 
for  terminating  acce.ss  to  electronic 
protected  health  information  when  the 
(;mj)loyment  of.  or  other  arrangement 
with,  a  workforce  memher  emls  or  as 
retpiired  hy  det(;rmination.s  made  as 
sj)ecified  in  jxiragraph  (a)(3)(ii)(B)  of 
this  section. 

(4)  *  *  * 

(ii)  *  *  * 


(C)  Access  estahlislunent  and 
modification  (Addressable).  lm])lement 
policies  and  procedures  that,  based 
upon  the;  cover(;d  entity’s  or  the 
business  associate’s  access  authorization 
policies,  establish,  document,  review, 
and  modify  a  user’s  right  of  acce.ss  to  a 
work.station.  transaction,  jjrogram.  or 
process. 

***** 

(0)  *  *  * 

(ii)  Implementation  specification: 
Resfwnse  and  reporting  (Reqnired). 
Identify  and  resjjond  to  suspected  or 
known  s(;curitv  incidents;  mitigate,  to 
the  extent  practicable,  harmful  effects  of 
.security  incidents  that  are  known  to  the 
covered  entity  or  husiness  associate;  and 
document  security  incidents  and  their 
outcomes. 

***** 

(8)  Standard:  Evaluation.  Perform  a 
periodic  technical  and  nontechnical 
evaluation,  based  initially  u])on  the 
standards  implemented  under  this  rule 
and,  suh.sequentlv,  in  response  to 
(;nvironmental  or  operational  changes 
affecting  the  securitv  of  electronic 
protected  health  information,  that 
establishes  the  (;xtent  to  which  a 
covered  entity’s  or  husine.ss  a.ssociate’s 
securitv  policies  and  procedures  meet 
the  re(juir(!m(;nts  of  this  suhpart. 

(h)(1)  Husiness  associate  contracts 
and  other  arrangements.  A  coven;d 
entity  may  permit  a  husine.ss  associate 
to  create,  receive,  maintain,  or  transmit 
electronic  ])rotected  health  information 
on  the  covered  entity’s  behalf  only  if  the 
covered  entitv  obtains  satisfactorv 
a.ssurances,  in  accordance  with 
§  104.314(a),  that  the  husine.ss  associate 
will  appropriately  .safeguard  the 
information.  A  covered  entity  is  not 
reejuired  to  obtain  such  .satisfactorv 
assurances  from  a  business  as.sot;iate 
that  is  a  subcontractor. 

(2)  A  husine.ss  associate  may  jiermit  a 
hu.sine.ss  associate  that  is  a 
suhc;ontractor  to  create,  receive, 
maintain,  or  transmit  electronic 
])rotected  health  information  on  its 
behalf  only  if  the  business  associate 
obtains  satisfactory  assurances,  in 
accordance  with  §  104.314(a),  that  the 
subcontractor  will  aj)j)ro])riately 
safeguard  the  information. 

(3)  Implementation  specifications: 
Written  contract  or  other  arrangement 
(Reqnired).  Document  the  satisfactorv 
a.ssurances  recpiired  hy  j)aragraj)h  (h)(1) 
or  (b)(2)  of  this  section  through  a  written 
contract  or  other  arrangement  with  the 
husine.ss  as.sociate  that  meets  the 
ap])licable  retpiirements  of  §  104.314(a). 

■  35.  Revise  the  introductorv  text  of 
§  104.310  to  read  as  follows: 


§164.310  Physical  safeguards. 

A  cov(;red  entity  or  husine.ss  associate 
must,  in  accordance  with  §1()4.3(H): 
***** 

■  30.  Revise  the  introductory  text  of 
§  104.312  to  read  as  follows: 

§164.312  Technical  safeguards. 

A  covered  entity  or  husine.ss  as.sociate 
mu.st,  in  accordance  with  §104.300: 
***** 

■  37.  Amend  §  104.314  hy  revising 
paragra])hs  (a)  and  (b)(2)(iii)  to  read  as 
follows: 

§164.314  Organizational  requirements. 

(a)(1)  Standard:  Rnsiness  associate 
contracts  or  other  arrangements.  'I’he 
contract  or  other  arrangement  retjuired 
by  §  104.308(b)(4)  mu.st  meet  the 
reciuirements  of  paragrajjh  (a)(2)(i), 
(a)(2)(ii),  or  (a)(2)(iii)  of  this  section,  as 
applicable. 

(2)  Implementation  specifications 
(Required). 

(i)  Rnsiness  associate  contracts.  The 
contract  must  ])rovide  that  the  business 
as.sociate  will — 

(A)  C’.onqjly  with  the  a])])licable 
reciuirements  of  this  subpart; 

(H)  In  accordance  with 
§  104.308(h)(2),  ensure  that  any 
.subc:ontractors  that  cr(;ate,  receive, 
maintain,  or  transmit  el(;ctronic 
protected  health  information  on  behalf 
of  the  business  associate  agree  to 
complv  with  the  applicable 
recpiirements  of  this  subpart  by  ent(;ring 
into  a  contract  or  other  arrangement  that 
com|)lies  with  this  sciction;  and 

(Ci)  Report  to  the  covccred  entity  any 
sc;curity  incident  of  which  it  b(;come.s 
aware,  including  brcraches  of  un.s(;cured 
protectc;d  health  information  as  rc;ciuired 
by  §  104.410. 

(ii)  Other  arrangements.  The  c:overed 
entity  is  in  compliance  with  jjaragraph 
(a)(1)  of  this  sciction  if  it  has  anothc;r 
arrangement  in  jjlace  that  meets  the 
n;(iinrement.s  of  §  104.504(e)(3). 

(iii)  Rnsiness  associate  contracts  with 
subcontractors.  'I’he  re(iuir(;ments  of 
l)aragraph.s  (a)(2)(i)  and  (a)(2)(ii)  of  this 
.section  apply  to  the  contract  or  oth(;r 
arrangement  b(;tween  a  business 
associate  and  a  .subc:ontractor  r(;(iuir(;d 
by  §  104.308(b)(4)  in  the  same  manner 
as  such  mquirements  aj)])ly  to  contracts 
or  other  arrangements  between  a 
covered  entity  and  business  as.sociate. 

(b)  *  *  *  ‘ 

(2)  *  *  * 

(iii)  Ensure  that  any  agent  to  whom  it 
provid(;.s  this  information  agrec;s  to 
imi)lement  r(;a.sonable  and  a]Ji3ropriate 
security  measures  to  protect  the 
information;  and 
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■  38.  Revise  tlie  introductory  text  of 
§  184.310  and  the  third  sentence  of 
j)aragra)jh  (a)  to  read  as  follows; 

§  164.316  Policies  and  procedures  and 
documentation  requirements. 

A  covered  entity  or  husine.ss  associate 
must,  in  accordance  with  §  104.300: 

(aj  *  *  *  A  covenul  entity  or  business 
associate  may  change  its  policies  and 
procculnres  at  any  time,  provided  that 
the  changes  are  documented  and  are 
implemented  in  accordance  with  this 
snhpart. 

***** 

■  30.  Revise  ^  104.402  to  read  as 
follows: 

§164.402  Definitions. 

As  used  in  this  suhjjart,  the  following 
terms  have  the  following  meanings: 

Breach  means  the  acquisition,  acce.ss, 
use,  or  di.sc:losnre  of  protected  health 
information  in  a  manner  not  permitted 
under  snhpart  E  of  this  part  which 
com|)romis(js  the  security  or  privacy  of 
the  protected  health  information. 

(1)  Breach  excludes: 

(ij  Any  unintentional  accjnisition, 
acce.ss,  or  use  of  protected  health 
information  by  a  workforce;  memher  or 
p(;r.son  acting  under  the  authority  of  a 
covered  entity  or  a  husine.ss  associate,  if 
such  acepiisition,  access,  or  use  was 
made  in  good  faith  and  within  the  scope 
of  authority  and  does  not  result  in 
further  use  or  disclosure  in  a  manner 
not  permitted  under  .suhj)art  E  of  this 
part. 

(ii)  Any  inadvertent  disclosure  hv  a 
person  who  is  authorized  to  access 
protected  health  information  at  a 
covered  entity  or  business  as.sociate  to 
another  person  authorized  to  acce.ss 
protected  health  information  at  the  same 
covered  entity  or  business  associate,  or 
organized  health  care  arrangement  in 
which  the  covered  entity  participates, 
and  the  information  received  as  a  result 
of  .suc:h  disclosure  is  not  further  used  or 
disclo.sed  in  a  manner  not  permitted 
under  suhpart  E  of  this  part. 

(iii)  A  di.sclo.snre  of  ])rotet:ted  health 
information  when;  a  covered  entity  or 
business  associate  has  a  good  faith  belief 
that  an  unauthorized  ])er.son  to  whom 
the  disclosure  was  made  would  not 
rea.sonahly  have  h(;en  able  to  retain  such 
information. 

(2)  Exce])t  as  provided  in  paragraph 
{1}  of  this  definition,  an  ac(]uisition, 
access,  use,  or  di.sclosure  of  protected 
h(;alth  information  in  a  manner  not 
l)ermitted  under  suhpart  E  is  presumed 
to  he  a  breach  unless  the  covered  entity 
or  husine.ss  associate,  as  applicable, 
demonstrates  that  there  is  a  low 
probability  that  the  jjrotected  health 
information  has  been  com])romi.sed 


based  on  a  risk  as.sessment  of  at  least  the 
following  factors; 

(iJ  'Flu;  nature  and  extent  of  the 
protected  health  information  involved, 
including  the  tvpes  of  identifiers  and 
the  likelihood  of  r(;-identification; 

(ii)  The  unauthorized  person  who 
used  the  protect(;d  health  information  or 
to  whom  the  di.sclosure  was  made; 

(iii)  Whether  tlu;  protected  health 
information  was  actually  accjuired  or 
viewed:  and 

(iv)  The  extent  to  which  the  risk  to  the 
protected  health  information  has  been 
mitigated. 

Unsecured  protected  health 
information  means  |irotected  health 
information  that  is  not  rendered 
unu.sahle,  unreadable,  or  indecipherable 
to  unauthorized  ])ersons  through  the  u.se 
of  a  technology  or  methodology 
.s])ecified  by  the  Secretary  in  the 
guidance  is.sued  under  section 
13402(h)(2)  of  Public  Law  111-.5. 

■  40.  In  §  104.400,  revise  ))aragraph  (a) 
to  r(;ad  as  follows: 

§  1 64.406  Notification  to  the  media. 

(a)  Standard.  For  a  hr(;ach  of 
un.secur(;d  ])rotected  health  information 
involving  more  than  .500  residents  of  a 
State  or  juri.sdiction,  a  covered  entity 
shall,  following  the  discoverv  of  the 
breach  as  provided  in  §  104.404(a)(2), 
notifv  prominent  media  outlets  serving 
the  State  or  juri.sdiction. 
***** 

■  41.  In  §  104.408,  revise  paragra|)h  (c) 
to  read  as  follows: 

§  1 64.408  Notification  to  the  Secretary. 

***** 

(c)  Implementation  specifications: 
Breaches  involving  less  than  500 
individuals.  For  breaches  of  unsecured 
protect(;d  health  information  involving 
less  than  500  individuals,  a  covered 
entity  shall  maintain  a  log  or  other 
documentation  of  such  breaches  and, 
not  later  than  00  day.s  after  the  end  of 
each  calendar  year,  provide  the 
notification  re(juin;d  by  paragrajjh  (a)  of 
this  .section  for  breaches  di.scovered 
during  the  preceding  calendar  year,  in 
the  manner  specified  on  the  HHS  web 
site. 

■  42.  In  §  104.410,  revise  j)aragraph  (a) 
to  read  as  follows: 

§  1 64.41 0  Notification  by  a  business 
associate. 

(a)  Standard — (1)  (ienend  rule.  A 
business  as.sociate  shall,  following  the 
discovery  of  a  breach  of  un.sei:ured 
])rotected  h(;alth  information,  notifv  the 
covered  entity  of  such  breach. 

(2)  Breaches  t reeded  as  discovered. 
For  purpo.ses  of  paragraph  (a)(1)  of  this 
section,  a  breach  shall  he  treated  as 


disc:overed  by  a  husine.ss  as.sociate  as  of 
the  first  day  on  which  such  breach  is 
known  to  the  business  associate  or,  hv 
exercising  reasonable  diligence,  woidd 
have  been  known  to  the  business 
associate.  A  business  associate  shall  he 
deem(;d  to  have  knowledge  of  a  breach 
if  the  breach  is  known,  or  by  exercising 
reasonable  diligence  would  have  been 
known,  to  any  jjer.son,  other  than  the 
person  committing  the  breach,  who  is 
an  employee,  officer,  or  other  agent  of 
the  husine.ss  a.ssociate  (determined  in 
accordance  with  the  Federal  common 
law  of  agency). 

***** 

■  43.  The  authority  citation  for  suhpart 
E  of  part  104  is  revi.sed  to  read  as 
follows: 

Authority:  42  U.S.C.  i;t20d-2.  1.320(1-4. 
and  1320(1-0:  sec.  204  of  Pul).  L.  104-191. 

1 10  .Slat.  2033-2034  (42  II..S.C.  1320(1-2 
(note)):  and  secs.  13400-13424.  Pub.  L.  111- 
5.  123  .Slat.  2.58-270. 

■  44.  In  §  104.5()().  redesignate 
paragrajih  (c)  as  paragraph  (d)  and  add 
new  ])aragraph  (c)  to  read  as  follows: 

§164.500  Applicability. 

***** 

(c)  Where  provided,  the  standards, 
r(;(iuir(;ments,  and  implementation 
specifications  adojited  under  this 
suhpart  ajiply  to  a  l)u.sin(;.s.s  associate 
with  r(;.s|)ect  to  the  prot(;cte(i  h(;alth 
information  of  a  covered  entity. 
***** 

■  45.  Amend  §  104.501  as  follows: 

■  a.  Revise  paragraphs  (1)  and  (3)  of  the 
definition  of  “Health  care  operations”: 

■  1).  Revi.se  the  definition  of 
"Marketing”:  and 

■  c.  Revise  paragraph  (l)(i)  of  the 
definition  of  "Bayment". 

The  revisions  r(;ad  as  follows: 

§164.501  Definitions. 

***** 

Health  care  operations  m(;ans  *  *  * 
(1)  Conducting  quality  a.s.s(;.s.sment 
and  im})rovement  activiti(;.s.  including 
outcomes  evaluation  and  development 
of  clinical  guidelines,  provided  that  the 
obtaining  of  generalizahle  knowledge  is 
not  the  primarv  jmrpose  of  any  .studi(;.s 
n;.sulting  from  such  activities;  patient 
saf(;tv  activiti(;.s  (as  defined  in  42  CFR 
3.20):  pojmlation-hased  activiti(;.s 
relating  to  improving  health  or  reducing 
h(;alth  care  costs,  protocol  development, 
case  management  and  care  coordination, 
contacting  of  health  care  provid(;r,s  and 
patients  with  information  about 
tr(;atment  alternatives;  and  relat(;d 
functions  that  do  not  include  treatment: 
***** 

(3)  Exce])t  as  prohibited  under 
§  104.502(a)(5)(i).  underwriting. 
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enrollment,  preininin  rating,  and  other 
activities  ndated  to  the  creation, 
renewal,  or  re])laceinent  of  a  contract  of 
health  insurance  or  health  henefits.  and 
ceding,  .securing,  or  j)lacing  a  contract 
for  nnnsnrance  of  risk  relating  to  claims 
for  health  care  (including  .stop-loss 
insurance  and  excess  of  loss  insurance). 
|)rovided  that  the  reciuirements  of 
§  184. .514(g)  are  met.  if  applicable; 

■k  -k  -k  ic  -k 

.\/arAe///jg:  (1)  Fxcej)t  as  ])rovided  in 
|)aragraph  (2)  of  this  definition, 
marketing  means  to  make  a 
communication  about  a  product  or 
service  that  encourages  recijjients  of  the 
communication  to  jinrchase  or  use  the 
jirodnct  or  .service. 

(2)  Marketing  does  not  include  a 
communication  made; 

(i)  To  jirovide  refill  reminders  or 
otherwise  commnnicate  about  a  drug  or 
biologic  that  is  currently  being 
pre.scribed  for  the  individual,  only  if 
any  financial  remuneration  received  bv 
tbe  covered  entitv  in  exchange  for 
making  the  communication  is 
rea.sonably  related  to  the  covered 
entity’s  cost  of  making  the 
communication. 

(ii)  For  the  following  treatment  and 
health  care  ojierations  juii'iioses.  except 
where  the  covered  entity  receives 
financial  renuineration  in  exchange  for 
making  the  connmmication; 

(A)  For  treatment  of  an  individual  hy 
a  health  care  provider,  including  case 
management  or  care  coordination  for  the 
individual,  or  to  direct  or  recommend 
alternative  treatments,  therapies,  health 
care  jiroviders,  or  settings  of  care  to  the 
individual; 

(13)  To  describe  a  bealth-related 
product  or  service  (or  jiayment  for  such 
product  or  service)  that  is  provided  bv, 
or  included  in  a  plan  of  benefits  of,  the 
covered  entity  making  the 
communication,  including 
conmuinications  about:  the  entities 
partici])ating  in  a  health  care  provider 
network  or  health  plan  network: 
rejilacement  of.  or  enhancements  to,  a 
health  j)lan;  and  health-related  products 
or  services  available  oidy  to  a  healtb 
plan  enrollee  that  add  value  to,  but  are 
not  part  of,  a  plan  of  benefits;  or 

(C)  For  case  management  or  care 
coordination,  contacting  of  individuals 
with  information  about  treatment 
alternatives,  and  related  functions  tt)  the 
extent  these  activiti(;s  do  not  fall  within 
the  definition  of  treatment. 

(3)  Financial  renuineration  means 
direct  or  indirect  payment  from  or  on 
behalf  of  a  third  party  whose  prodnc:t  or 
service  is  being  described.  Direct  or 
indirect  jiayment  does  not  include  any 
payment  for  treatment  of  an  individual. 


Pavinent  means: 

(1)'*  *  * 

(i)  Except  as  probibited  under 
l()4.5()2(a)(5)(i).  a  bealth  plan  to  obtain 
premiums  or  to  determine  or  fulfill  its 
responsibility  for  coverage  and 
provision  of  benefits  under  tbe  health 
plan;  or 

***** 

■  48.  In  ^  184.502.  revise  paragra])h.s  (a). 
(h)(1).  (e),  and  (f)  to  read  as  follows; 

§  164.502  Uses  and  disclosures  of 
protected  health  information:  General  rules. 

(a)  Standard.  A  covered  entity  or 
busine.ss  as.sociate  may  not  use  or 
disclose  |)rotected  health  information, 
excej)t  as  permitted  or  recpiired  by  this 
subpart  or  by  subpart  C  of  part  180  of 
this  .subchapter. 

(1)  Covered  entities:  Permitted  uses 
and  disclosures.  A  covered  entity  is 
permitted  to  use  or  disclo.se  ])rotected 
liealth  information  as  follows: 

(1)  To  the  individual; 

(ii)  For  treatment,  payment,  or  health 
care  operations,  as  permitted  by  and  in 
com|)liance  with  t?  184.508; 

(iii)  Incident  to  a  use  or  disclosure 
otherwi.se  jiermitted  or  nuiuired  bv  this 
subpart.  provided  that  the  covered 
entity  has  compliiul  with  the  applicable 
requirements  of  184.502(b). 

1(i4. 514(d).  and  184.530(c)  with  re.spet;t 
to  such  otherwise  permitted  or  nupiired 
use  or  di.sclosure; 

(iv)  Except  for  uses  and  di.sclosures 
prohibited  under  §  184.502(a)(5)(i), 
pursuant  to  and  in  compliance  with  a 
valid  authorization  under  §184.508; 

(v)  Fursuant  to  an  agreement  under,  or 
as  otherwi.se  permitted  by.  §184.510; 
and 

(vi)  As  permitted  by  and  in 
comjiliance  with  this  section.  §  184.51 2. 
§  184.514(e),  ((),  or  (g). 

(2)  Covered  entities:  Required 
disclosures.  A  covered  entity  is  reipiired 
to  disclose  protected  health  information; 

(i)  To  an  individual,  when  reejuested 
under,  ami  required  bv  §  184.524  or 
§184.528:  and 

(ii)  When  recpiired  by  the  Secretary 
under  snhpart  C  of  part  180  of  this 
subchapter  to  investigate  or  determine 
the  covered  entity’s  compliance  with 
this  subchapter. 

(3)  Rusiness  associates:  Permitted 
uses  and  disclosures.  A  business 
a.ssociate  may  u.se  or  disclose  protected 
health  information  only  as  permitted  or 
required  by  its  busine.ss  associate 
contract  or  other  arrangement  pursuant 
to  §  184.504(e)  or  as  recpiired  bv  law. 
The  busine.ss  a.ssociate  may  not  use  or 
disclose  protected  health  Information  in 
a  manner  that  would  violate  the 
re(|nirement.s  of  this  subpart,  if  done  by 
the  covered  entity,  excejjt  for  the 


purposes  sjiecified  under 
§  184.504(e)(2)(i)(A)  or  (13)  if  such  uses 
or  di.sclosures  are  jiermitted  by  its 
contract  or  other  arrangement. 

(4)  Rusiness  as.sociates:  Required  uses 
and  disclosures.  A  business  a.ssociate  is 
riKiuired  to  disclose  protected  health 
information; 

(i)  When  required  by  the  Secretary 
under  subjiart  Cl  of  part  180  of  this 
suhchaj)ter  to  investigate  or  determine 
the  husine.ss  associate’s  comjiliance 
with  this  subchapter. 

(ii)  To  the  covenxl  entity,  individual, 
or  individual’s  designee,  as  neces.sary  to 
.satisfy  a  covered  entity’s  obligations 
under  §  184.524(i:)(2)(ii)  and  (3)(ii)  with 
re.s])ect  to  an  individual's  reciuest  for  an 
electronic  copy  of  jirotected  health 
information. 

(5)  Prohibited  uses  and  disclosures. 

(1)  Use  and  disclosure  of  genetic 
information  for  underwriting  purposes: 
Notwithstanding  any  other  provision  of 
this  subpart.  a  health  plan,  excluding  an 
issuer  of  a  long-term  care  ])olicy  falling 
within  paragra])h  (1)(viii)  of  the 
definition  of  health  plan,  shall  not  u.se 
or  disclose  protected  health  information 
that  is  genetic  information  for 
underwriting  inuposes.  For  ]nirposes  of 
paragraj)!!  (a)(5)(i)  of  this  section, 
underwriting  purjioses  means,  with 
resjiect  to  a  health  plan: 

(A)  I'ixcept  as  ])rovided  in  jiaragraph 
(a)(5)(i)(I3)  of  this  section: 

(7)  Rules  for,  or  determination  of, 
eligibility  (inc;luding  enrollment  and 
continued  eligibility)  for,  or 
determination  of,  benefits  under  the 
plan,  coverage,  or  policy  (including 
changes  in  deductibles  or  other  cost- 
sharing  mec:hani.sm.s  in  return  for 
activities  such  as  completing  a  health 
risk  assessment  or  partieijjating  in  a 
wellness  jirogram); 

(2)  The  compulation  of  premium  or 
contribution  amounts  under  the  ])lan, 
coverage,  or  policy  (including 
discounts,  rebates,  payments  in  kind,  or 
other  ])remium  differential  mechanisms 
in  return  for  activities  such  as 
com])leting  a  health  risk  a.sse.ssment  or 
participating  in  a  wellness  iirogram): 

(.V)  The  application  of  any  pre-existing 
condition  exclusion  under  the  jdan, 
coverage,  or  policy:  and 

(-/)  Other  activities  related  to  the 
creation,  renewal,  or  replacement  of  a 
contract  of  health  insurance  or  health 
benefits. 

(13)  Underwriting  jnirposes  does  not 
include  determinations  of  medical 
apj)ro])riateness  where  an  individual 
.seeks  a  benefit  under  the  plan,  coverage, 
or  policy. 

(ii)  S(de  of  protected  health 
information: 
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(A)  Ex(:e])t  ])ursuant  to  and  in 
{:om|)lian(;e  with  §  l()4.5()8(a)(4).  a 
covered  entity  or  husine.ss  associate  may 
not  sell  protected  health  information. 

(13)  For  |nir])oses  of  this  ])aragraj)h, 
sale  of  protected  health  information 
means: 

(7)  Except  as  ])rovi(led  in  paragrajoh 
(a)(.5)(ii)(13)(2)  oi  this  sec;tion,  a 
disclosure  of  ])rotected  health 
information  hy  a  covered  entity  or 
business  associate,  if  applicable,  where 
th(!  covered  entity  or  business  associate 
directly  or  indirectly  receives 
remuneration  from  or  on  behalf  of  the 
recipient  of  the  protected  health 
information  in  exchange  for  the 
protected  health  information. 

(2)  Sale  of  protected  health 
information  does  not  include  a 
disclosure  of  j)rotected  health 
information: 

(/)  For  public  health  jiiirposes 
])ursuant  to  §  184. .512(1))  or  184. 514(e); 

(i/)  For  research  purjDo.ses  pursuant  to 
§  184.51 2(i)  or  184.514(e),  where  the 
oidy  remuneration  received  by  the 
covered  entity  or  business  as.sociate  is  a 
reasonable  cost-based  fee  to  cover  the 
cost  to  prej)are  ami  transmit  the 
])rotected  health  information  for  such 
j)nrpo.ses: 

(Hi)  For  treatment  and  ])ayment 
j)urposes  ])nrsnant  to  ^  184.5()8(a): 

(iv)  I'or  the  sale,  transfer,  merger,  or 
consolidation  of  all  or  part  of  the 
covered  entity  and  for  related  due 
diligence  as  described  in  ])aragraph 
(8)(iv)  of  the  definition  of  health  care 
operations  and  ])nrsnant  to  S  184.5{)8(a); 

(v)  To  or  by  a  business  associate  for 
activities  that  the  business  associate 
undertakes  on  behalf  of  a  covered  entitv, 
or  on  behalf  of  a  business  as.sociate  in 
the  case  of  a  subcontractor,  pursuant  to 
§§  184.5()2(e)  and  184.504(e).  and  the 
only  remuneration  j)rovided  is  by  the 
covered  entity  to  the  business  associate, 
or  by  the  business  assor:iate  to  the 
subcontractor,  if  applic:ahle,  for  the 
performance  of  such  activities; 

(vf)  To  an  individual,  when  recpiested 
under  §  184.524  or  184.528; 

(vii)  Recpiired  by  law  as  |)ermitted 
under  §  184.512(a);  and 

(viii)  f'or  any  other  pur])ose  permitted 
hy  and  in  accordance  with  the 
ap])licahle  re(|uirements  of  this  suh])art, 
where  the  only  remuneration  received 
by  the  covered  entity  or  business 
associate  is  a  reasonable,  cost-based  fee 
to  cover  the  cost  to  ])repare  and  transmit 
the  protected  health  information  for 
such  j)iirpose  ora  fee  otherwise 
expresslv  j)ermitted  hv  other  law. 

(h)*  *  * 

(1)  Miiiiinunj  neccssciry  applies.  When 
using  or  disclosing  j)rotected  health 
information  or  when  retiuesting 


protected  health  information  from 
another  coverefl  entity  or  husine.ss 
associate,  a  covered  entity  or  business 
a.ssociate  mu.st  make  reasonable  efforts 
to  limit  protected  health  information  to 
the  minimum  necessary  to  accomplish 
the  intended  purpose  of  the  use. 
di.sclosure,  or  recpiest. 
***** 

(e)(1)  Standard:  Disclosnreis  to 
hasiness  associates,  (i)  A  covered  entity 
may  di.sclo.se  protected  health 
information  to  a  husine.ss  a.ssociate  and 
may  allow  a  husine.ss  associate  to  create, 
receive,  maintain,  or  transmit  protected 
health  information  on  its  behalf,  if  the 
covered  entity  obtains  .satisfactory 
a.ssnrance  that  the  business  associate 
will  appro])riately  .safeguard  the 
information.  A  covered  entity  is  not 
required  to  obtain  such  .satisfactorv 
a.ssnrances  from  a  husine.ss  a.ssociate 
that  is  a  .sid)contractor. 

(ii)  A  business  associate  may  disclose 
])rotected  health  information  to  a 
l)u.sine.s.s  as.sociate  that  is  a 
subcontractor  and  may  allow  the 
subcontractor  to  c;reate.  receive, 
maintain,  or  transmit  j)rotected  health 
information  on  its  behalf,  if  the  business 
a.ssociate  obtains  satisfactorv 
a.ssnrances,  in  accordance  with 
§  l()4.5()4(e)(l)(i),  that  the  subcontractor 
will  appropriately  safeguard  the 
information. 

(2)  Implementation  specification: 
Documentation.  The  satisfactory 
a.ssnrances  recpiired  hy  paragra])h  (e)(1) 
of  this  section  must  he  documented 
through  a  written  contract  or  other 
written  agreement  or  arrangement  with 
the  business  a.ssociate  that  meets  the 
applicable  recjnirements  of  §  184.5()4(e). 

(f)  Standard:  Deceased  individuals.  A 
covered  entity  must  comply  with  the 
requirements  of  this  .snhpart  with 
respect  to  the  protected  health 
information  of  a  deceased  individual  for 
a  ])eriod  of  50  years  following  the  death 
of  the  individual. 

***** 

■  47.  In  S  184.504,  revise  paragraphs  (e). 
(f)(l)(ii)  introductorv  text,  and 
(f)(2)(ii)(I3)  to  read  as  follows; 

§  1 64.504  Uses  and  disclosures: 
Organizational  requirements. 

***** 

(e)(l )  Standard:  Ihisiness  associate 
contracts,  (i)  The  contract  or  other 
arrangement  recpiired  by  §  184.502(e)(2) 
mu.st  meet  the  recpiirements  of 
paragra])h  (e)(2),  (e)(3),  or  (e)(5)  of  this 
sec:tion,  as  applicable. 

(ii)  A  covered  entity  is  not  in 
complianc:e  with  the  standards  in 
§  184.502(e)  and  this  paragrajih,  if  the 
c:c)verecl  entity  knew  of  a  ])attern  of 


ac:tivity  or  prac:tic:e  of  the  business 
a.ssoc:iate  that  c:on.stitnted  a  material 
hreac:h  or  violation  of  the  husine.ss 
a.s.soc:iate’s  obligation  under  the  c:c)ntrac:t 
or  other  arrangement,  unless  the 
c:overecl  entity  took  rea.sonahle  steps  to 
c:ure  the  l)reac;h  or  end  the  violation,  as 
applic:ahle.  and.  if  snc:h  steps  were 
nn.suc:c:es.sful,  terminated  the  c:ontrac:t  or 
arrangement,  if  feasible. 

(iii)  A  husine.ss  as.sc)i:iate  is  not  in 
c:omplianc:e  with  the  .standards  in 
S  184.502(e)  and  this  paragraph,  if  the 
husine.ss  a.s.sc)c;iate  knew  of  a  pattern  of 
ac.tivity  or  ])rac:tic:e  of  a  snl)c:ontrac:tor 
that  c:c)nstitnteci  a  material  breac:h  or 
violation  of  the  .suhcontrac;tc)r’.s 
obligation  under  the  ccmtrai;t  or  other 
arrangement,  unless  the  business 
as.soc:iate  took  reasonable  .steps  to  cure 
the  hreac.h  or  end  the  violation,  as 
applicable,  and,  if  such  steps  were 
unsuc:c:es.sfnl,  terminated  the  contrac;t  or 
arrangement,  if  feasible. 

(2)  Implementation  specifications: 
Business  associate  contracts.  A  c:ontrac:t 
between  the  c:overed  entity  and  a 
husine.ss  as.sc)c:iate  must: 

(i)  Establish  the  jiermitted  and 
recpiired  uses  and  di.sc:losnre.s  of 
protec:tecl  health  information  by  the 
Imsiness  associate.  The  c:ontrac:t  mav  not 
authorize  the  business  as.soc:iate  to  u.se 
or  further  cli.sc:lo.se  the  information  in  a 
manner  that  would  violate  the 
rec|uirements  of  this  suhiiart,  if  clone  by 
the  c:overecl  entity.  exc:ept  that: 

(A)  The  contrac;t  may  permit  the 
husine.ss  a.s.sc)c:iate  to  use  and  cli.sc:lo.se 
])rotec:tecl  health  information  for  the 
proper  management  and  administration 
of  the  business  a.ssociate.  as  provided  in 
j)aragraj)h  (e)(4)  of  this  .section;  and 

(B)  The  contrac:t  may  permit  the 
business  a.ssoc:iate  to  provide  data 
aggregation  servic;es  relating  to  the 
health  c;are  operations  of  the  c:overed 
entity. 

(ii)  Provide  that  the  husine.ss  a.ssc)c:iate 
will; 

(A)  Not  use  or  further  cli.sc:lc).se  the 
information  other  than  as  permitted  or 
recjuired  hy  the  i:ontrac:t  or  as  recpiired 
by  law; 

(13)  U.se  ajipropriate  safeguards  and 
c:omply.  where  applic:al)le,  with  snhpart 
C  of  this  part  with  re.spei;t  to  elec;tronic: 
prc)tec;tecl  health  information,  to  prevent 
u.se  or  disc:lo.sure  of  the  information 
other  than  as  provided  for  hy  its 
c:ontract; 

(C)  Report  to  the  c:c)verecl  entity  any 
u.se  or  clisc;lo.snre  of  the  information  not 
provided  for  hy  its  c:c)ntrac:t  of  whic;h  it 
l)ec;ome.s  aware,  inc:hicling  breaches  of 
nnsec:urecl  protected  health  information 
as  recpiired  by  §  184.410; 

(D)  In  ac:corclanc:e  with 

§  184.5()2(e)(l  )(ii).  ensure  that  any 
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sut)('.ont Factors  that  create,  receive, 
maintain,  or  transmit  j)rotected  health 
information  on  hehalf  of  the  business 
ass(K:iate  agree  to  the  same  re.strictions 
and  conditions  that  aj)})ly  to  the 
husine.ss  associate  witli  respect  to  sncli 
information; 

(EJ  Make  availal)l(!  protected  health 
information  in  accordance  with 
Si  84.. 524; 

(FJ  Make  available  protected  health 
information  for  amendment  and 
incorj)orate  any  amendments  to 
protected  health  information  in 
accordance  with  S  184.528; 

(CJ  Make  available  the  information 
n!(|uir(!d  to  provide  an  accounting  of 
disclosures  in  accordance  with 
S  184.528; 

(HJ  To  the  extent  the  business 
associate  is  to  carry  out  a  covered 
entity's  obligation  under  this  suhpart, 
comply  with  the  recpiirements  of  this 
suhpart  that  apjily  to  the  covered  entity 
in  the  performance  of  such  obligation. 

(IJ  Make  its  internal  i)ractices,  hooks, 
and  records  relating  to  the  use  and 
disclosure  of  protected  health 
information  received  from,  or  created  or 
receiv(!d  by  the  business  a.ssociate  on 
Ixihalf  of.  the  covered  entity  available  to 
the  Secretary  for  purposes  of 
det(!rmining  the  covenid  entitv's 
comj)liance  with  this  suh|)art;  and 

(11  At  termination  of  the  contract,  if 
feasibhi.  return  or  destroy  all  j)rotect(!d 
health  information  received  from,  or 
created  or  received  by  tin;  husine.ss 
associate  on  hehalf  of.  the  covercKl  entity 
that  the  business  a.ssociate  still 
maintains  in  anv  form  and  ndain  no 
copies  of  such  information  or.  if  such 
return  or  destruction  is  not  feasible, 
extend  the  j)rotection.s  of  the  contract  to 
the  information  ami  limit  further  uses 
and  di.sclosures  to  those  purposes  that 
make  the  return  or  destruction  of  the 
informatioji  infeasible. 

(iiij  Authorize  termination  of  the 
contract  by  the  covered  entity,  if  the 
cov(!red  entity  determines  that  the 
business  a.ssociate  has  violated  a 
material  term  of  the  contract. 

{3j  Iniplenu^nidtion  spucificaiions: 
OthdraminfiHiuents.  (ij  If  a  covered 
entity  and  its  business  assotnate  are  both 
gov(!rnmental  entities: 

(AJ  The  covenul  entity  may  com])ly 
with  this  paragraph  and  §  1 84.31 4(al(l  J. 
if  applicable,  by  entering  into  a 
memorandnm  of  understanding  with  the 
business  a.ssociate  that  contains  terms 
that  accomplish  the  objectives  of 
|)aragraph  (ej{2l  of  this  .section  and 
§  184.314(aJ(2l,  if  a])plicahle. 

(BJ  The  covered  entity  may  comj)ly 
with  this  paragraj)h  and  §  184.314(aJ(l  J. 
if  applicable,  if  other  law  (including 
regulations  adopted  by  the  covered 


entity  or  its  business  as.sociatej  contains 
recjuinmients  apjjlicahle  to  the  business 
a.ssociate  that  accomplish  the  objectives 
of  paragraph  (el(2}  of  this  section  and 
5?  l()4.314(al(2l,  if  applicable. 

(iij  If  a  business  a.ssociate;  is  r(;(iuired 
by  law  to  jjerform  a  function  or  activity 
on  hehalf  of  a  covered  entity  or  to 
provide  a  .service  described  in  the 
deiinition  of  business  associate  in 
S  180.103  of  this  suhehapter  to  a  covered 
entity,  such  covered  entity  may  di.sclose 
l)rotected  health  information  to  the 
I)usin(;ss  associate  to  the  extent 
necessary  to  comply  with  tin;  legal 
mandate  without  meeting  tin; 
re{|nirements  of  this  paragraph  and 
S  184.314(al(ll,  if  ai)i)licahle,  ])rovided 
that  the  covered  entity  attempts  in  good 
faith  to  obtain  .satisfactory  assurances  as 
recpiired  by  paragraph  (el(2l  of  this 
.section  and  §  184.31 4(al(ll,  if 
a])j)lical)le,  and,  if  such  attempt  fails, 
documents  the  atteinjit  and  the  reasons 
that  such  assurances  cannot  hi; 
obtained. 

(iiiJ  The  covered  (;ntitv  may  omit  from 
its  other  arrangements  the  termination 
authorization  r(;(juir(;d  by  paragrajjh 
(el(2j(iiij  of  this  section,  if  such 
authorization  is  inconsistent  with  the 
statutory  obligations  of  the  cover(;d 
entity  or  its  business  a.ssociate;. 

(ivj  A  covered  entitv  mav  com])lv 
with  this  |)aragraph  and  §  184.314(al(ll 
if  the  covered  entity  disclo.ses  onlv  a 
limited  data  .s(;t  to  a  husine.ss  associate 
for  the  business  associate  to  carrv  out  a 
health  care  operations  function  and  the 
covered  entity  has  a  data  use;  agreement 
with  the  hu.sine;.ss  asse)e:iate  that 
e:e)mplies  with  §  1 84.51 4(el(4l  anel 
§  184.314(al(ll.  if  a])plie:ahle. 

(4j  Impldmeniation  specifications: 
Other  requirements  for  contracts  and 
other  arrangements.  (iJ  The  e;ontrae:t  or 
e)the;r  arrangement  he;tween  the  e;e)vereel 
entity  anel  the  husineess  as.se)e;iate  may 
])e;rmit  the;  hu.siue;.ss  as.se)ciate  te)  use  the 
pre)te;e;teel  hexdth  infeermatieen  re;e:e;iveel 
by  the  business  assexaate  in  its  e:apacitv 
as  a  hn.sine;ss  as.se)e:iate;  te)  the;  e:ove;re;el 
entity,  if  ne;e;e:.s.sary: 

(AJ  Fe)r  the  ])re)per  manage;me;nt  ;inel 
aehninistration  e)f  the;  hu.sine;s.s  a.s.se)e;iate: 
e)r 

(BJ  Te)  e;arrv  out  the;  le;gal 
re;.spe)n.sihilitie;s  e)f  the;  l)u.sine;s.s 
as.se)e:iate;. 

(iiJ  The;  e:e)ntrae:t  e)r  e)the;r  <nTimge;me;nt 
l)e;tween  the  e;e)ve;re;el  entity  anel  the; 
l)u.sine;s.s  asseeenate  may  pe;rmit  the; 
business  a.sse)e;iate;  te)  elisedose  the; 
j)re)te;e:teel  he;alth  infeermatieen  re;e:eiveel 
l)y  the;  l)u.sine;ss  as.se)e:iate  in  its  e:aj)ae;itv 
as  a  husinejss  a.s.se)e:iate  fe)r  the;  ])urpe).se;s 
eie;.se:ril)e;el  in  paragraph  (e;l(4j(il  e)f  this 
.seedion,  if: 


(AJ  The  eli.se;le).sure;  is  re;eiuire;el  by  law; 
e)r 

(B}(7l  The;  business  eissoedate;  eehtains 
re;a,se)nal)le  a.ssurane:e;s  freein  the;  pe;r.se)n 
te)  whe)m  the  infe)rmatie)n  is  elise:le).se;el 
that  it  will  he;  helel  e;e)nfiele;ntially  iinel 
useel  or  further  eli.se:le).se;el  eenlv  as 
re;e]uire;el  by  leiw  e)r  for  the;  j)ur])e)se;.s  leer 
whiedi  it  was  eli.se:le)seel  te)  the;  perseen; 
iinel 

(2)  The  perse)!)  ne)tiiie;.s  the  l)u.sine;,s.s 
as.se)e:iate;  e)f  any  in.stane:e;s  e)f  which  it  is 
aware;  in  whiedi  the;  ce)nfieie;ntiality  e)f 
the;  infe)rmatie)n  has  l)e;en  l)re;ae;he;ei. 

(5J  Implementation  specifications: 
Business  associate  contracts  with 
snhcontractors.  The;  re;epnre;me;nt.s  of 
5?  184.5()4(eJ(2l  threeugh  (el(4l  aj)j)ly  to 
the;  e;e)ntrae:t  e)r  eether  arrangement 
reeiuire;el  by  §  184.5()2(el(l  }(iil  hetwe;e;n  a 
l)usine;.ss  assoedate  anel  a  l)u.sine;.ss 
asse)ciate;  that  is  a  sul)e:e)ntrae;te)r  in  the; 
.same  manner  as  sue;h  re;ejuireme;nt.s 
a])i)ly  to  e:e)ntrae;t.s  e)r  e)the;r  arrange;ment.s 
l)e;twe;e;n  a  e:e)vere;el  entity  anel  husine.ss 
asseeedate. 

(Odl*  *  * 

(iij  Exe:e;pt  iis  prohihiteel  by 
§  184.5()2(a}(5}(il,  the;  gre)Uj)  health  plan. 
e)r  a  he;alth  insuranea;  issuer  eer  HM() 
with  re;.s])e;e:t  te)  the;  gre)uj)  he;alth  j)lan, 
may  eli.se:le).se  summary  health 
infeermation  te)  the;  ])lan  spe)n.se)r,  if  the 
|)lan  .s])e)nse)r  re;eiue;.st.s  the  summarv 
he;alth  infeermation  fe)r  ])urj)e).se;.s  e)i: 
***** 

(21  *  *  * 

(iij  *  *  * 

(BJ  Ensure  that  any  eigents  to  whom  it 
pre)viele;s  pre)te;e;te;ei  he;alth  infe)rmatie)n 
re;e;e;ive;el  ire)m  the;  gre)U])  he;alth  phm 
agre;e;  to  the;  same  re;strie:tie)n.s  anel 
e:onelition.s  that  apply  to  the  ])lan 
speensor  with  re;spe;e:t  te)  sue;h 
infe)rmatie)n; 

***** 

■  48.  In  4}  184.508,  re;vise  paragraphs  (aj 
anel  (cl(5l  to  re;ael  as  follows: 

§  164.506  Uses  and  disclosures  to  carry 
out  treatment,  payment,  or  health  care 
operations. 

(aJ  Standard:  Permitted  uses  and 
disclosures.  Exe:ept  with  respeed  te)  u.se;.s 
e)r  elise:le)sure;.s  that  re;e]nire  an 
authe)rization  unele;r  §  184.5()8(al(2l 
thre)ugh  (4}  or  that  are  j)re)hihite;ei  nnele;r 
§  184.502(al(5j(ij,  a  e:e)ve;re;el  e;ntity  may 
use  or  elise:le).se;  pre)te;ede;el  health 
infe)rmatie)n  for  tre;atme;nt,  ])avme;nt,  e)r 
he;altfi  e;are;  e)pe;ratie)n.s  as  set  feerth  in 
paragra])h  (e;J  e)f  this  .se;edie)n,  preevieleel 
that  suedi  u.se;  or  eli.se:le).sure;  is  euensistent 
with  e)the;r  a])])lie:al)le;  re;eiuire;ment.s  e)f 
this  suhpart. 

***** 

(e;l  *  *  * 

(5j  A  e;e)ve;re;el  entity  that  part ie:i pates 
in  an  e)rganizeel  health  e;are  arrangement 
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may  disfloso  protected  liealth 
information  aliont  an  individual  to  other 
participants  in  the  organizcul  healtli  care 
arrangement  for  any  liealtli  care 
operations  activities  of  tin;  organized 
liealtli  care  arrangement. 

■  49.  Amend  104.508  as  follows: 

■  a.  Revise  the  headings  of  paragraphs 
(a),(aK  l).and  (a)(2): 

■  1).  Revi.se  jiaragraph  (a)(3)(ii): 

■  c.  Add  new  jiaragrajih  (a)(4):  and 

■  d.  Revi.se  paragraphs  (1))(1  )(i),  and 

(l))(3). 

The  revisions  and  additions  read  as 
follows: 

§  164.508  Uses  and  disclosures  for  which 
an  authorization  is  required. 

(a)  Standard:  Authorizations  for  nsas 
and  disclosnros — (1)  Authorization 
ratjuirad:  Ganaral  ride.  *  *  * 

(2)  Authorization  required: 
Psvchotherapv  notes.  *  *  * 

(3)  *  *  * 

(ii)  If  the  marketing  involves  financial 
remuneration,  as  defined  in  jiaragrajih 
(3)  of  the  definition  of  marketing  at 
(j  104.501,  to  the  covered  entity  from  a 
third  party,  the  authorization  imist  state 
that  such  renumeration  is  involved. 

(4)  Authorization  required:  Sale  of 
protected  health  information. 

(i)  Notwithstanding  any  provision  of 
this  snhjiart.  other  than  the  transition 
jirovisions  in  §  104.532,  a  covered  entity 
must  obtain  an  anthorization  for  anv 
disclosure  of  jirotected  health 
information  which  is  a  sale  of  jirotected 
health  information,  as  defined  in 

104.501  of  this  suhjiarl.  (ii)  .Such 
authorization  must  state  that  the 
disclosure  will  result  in  remnneration  to 
the  covered  entitv. 

(h)  *  *  * 

(1)  *  *  * 

(i)  A  valid  anthorization  is  a 
document  that  meets  the  reciuirements 
in  paragraphs  (a)(3)(ii),  (a)(4)(ii).  (c)(1), 
and  (c)(2)  of  this  section,  as  applicable. 
***** 

(3)  Compound  authorizations.  An 
authorization  for  use  or  di.sclo.sure  of 
Jirotected  health  information  may  not  lie 
comliined  with  any  other  document  to 
create  a  comjiound  authorization, 
excejit  as  follows: 

(i)  An  authorization  for  the  use  or 
di.sclo.sure  of  jirotected  health 
informiition  for  a  research  study  may  he 
comliined  with  any  other  tyjie  of  written 
jiermi.ssion  for  the  same  or  another 
re.search  study.  This  excejition  includes 
comhining  an  anthorization  for  the  use 
or  di.sclo.sure  of  jirotected  health 
information  for  a  research  study  with 
another  authorization  for  the  same 
re.search  study,  with  an  anthorization 
for  the  creation  or  maintenance  of  a 
re.search  database  or  rejiository,  or  with 


a  con.sent  to  jiarticijiate  in  re.search. 
Where  a  covered  health  care  jirovider 
has  conditioned  the  jirovision  of 
research-related  treatment  on  the 
Jirovision  of  one  of  the  authorizations, 
as  jiermitted  under  jiaragrajih  (ti)(4)(i)  of 
this  section,  any  comjionnd 
authorization  created  under  this 
jiaragrajih  must  clearly  differentiate 
lietween  the  conditioned  and 
unconditioned  comjionents  and  jirovide 
the  individual  with  an  ojijiortnnity  to 
ojit  in  to  the  re.search  activities 
de.scrihed  in  the  unconditioned 
anthorization. 

(ii)  An  anthorization  for  a  n.se  or 
di.sclo.sure  of  jisychotherajiy  notes  mav 
only  be  combined  with  another 
authorization  for  a  n.se  or  di.sclo.sure  of 
jisychotherajiy  notes. 

(iii)  An  authorization  under  this 
section,  other  than  an  authorization  for 
a  use  or  di.sclosure  of  jisychotherajiv 
notes,  may  be  combined  with  any  other 
such  authorization  under  this  section, 
excejit  when  a  covered  entitv  has 
conditioned  the  jirovision  of  treatment, 
jiayment,  enrollment  in  the  health  jilan, 
or  eligibility  for  benefits  under 
jiaragrajih  (b)(4)  of  this  section  on  the 
Jirovision  of  one  of  the  authorizations. 
The  jirohibition  in  this  jiaragrajih  on 
combining  authorizations  where  one 
authorization  conditions  the  jirovision 
of  treatment,  jiayment,  enrollment  in  a 
health  jilan.  or  eligibilitv  for  benefits 
under  jiaragrajih  (b)(4)  of  this  .section 
does  not  ajijily  to  a  comjiound 
authorization  created  in  accordance 
with  jiaragrajih  (b)(3)(i)  of  this  .section. 
***** 

■  50.  Amend  §  1 04.51 0  as  follows: 

■  a.  Revi.se  jiaragrajih  (a)(l)(ii) 
introductory  text: 

■  b.  Revise  jiaragrajih  (b)(l)(i),  the 
second  sentence  of  jiaragrajih  (b)(l)(ii), 
jiaragrajih  (ti)(2)(iii),  the  first  sentence  of 
jiaragrajih  (b)(3),  and  jiaragrajih  (b)(4): 
and 

■  c.  Add  new  jiaragrajih  (h)(5). 

The  revisions  and  additions  read  as 
follows: 

§  1 64.51 3  Uses  and  disclosures  requiring 
an  opportunity  for  the  individual  to  agree  or 
to  object. 

***** 

(a) *  *  * 

(1)  *  *  * 

(ii)  Use  or  di.sclose  for  directory 
jiurjioses  such  information: 
***** 

(b) *  *  * 

(1)  *  *  * 

(i)  A  c:overed  entity  may.  in 
accordance  with  jiaragrajihs  (b)(2), 

(b)(3),  or  (b)(5)  of  this  section,  di.sc:lose 
to  a  family  member,  other  relative,  or  a 


close  jiersonal  friend  of  the  individual, 
or  any  other  jierson  identified  by  the 
individual,  the  jirotected  health 
information  directly  relevant  to  such 
jier.son's  involvement  with  the 
individual’s  health  care  or  jiayment 
related  to  the  individual’s  health  care. 

(ii)  *  *  *  Any  such  use  or  disclosure 
of  Jirotected  health  information  for  such 
notification  jiurjioses  must  he  in 
accordance  with  jiaragrajihs  (b)(2). 

(b)(3),  (b)(4),  or  (b)(5)  of  this  .section,  as 
ajijilicahle. 

***** 

(2)  *  *  * 

(iii)  Reasonably  infers  from  the 
circumstances,  based  on  the  exerci.se  of 
jirofessional  judgment,  that  the 
individual  does  not  object  to  the 
disclosure. 

(3)  *  *  *  If  the  individual  is  not 
jiresent,  or  the  ojijiort unity  to  agree  or 
object  to  the  u.se  or  di.sclo.sure  cannot 
jiracticably  he  provided  becau.se  of  the 
indiviclual’s  incajiacity  or  an  emergency 
cin:um.stance.  the  covered  entity  may,  in 
the  exercise  of  jirofessional  judgment, 
determine  whether  the  disclosure  is  in 
the  he.st  interests  of  the  individual  ami, 
if  so.  disclose  only  the  jirotected  health 
information  that  is  directly  relevant  to 
the  jierson’s  involvement  with  the 
individual’s  care  or  jiayment  related  to 
the  individual’s  health  care  or  needed 
for  notification  jnirjioses.  *  *  * 

(4)  Uses  and  disclosures  for  disaster 
relief  purposes.  A  covcinul  entitv  mav 
use  or  disclo.se  jirotected  health 
information  to  a  public  or  jirivate  entity 
authorized  by  law  or  by  its  charter  to 
assist  in  disaster  relief  efforts,  for  the 
jiurjio.se  of  coordinating  with  such 
entities  the  uses  or  disclosures 
Jiermitted  by  jiaragrajih  (b)(l)(ii)  of  this 
section.  The  retjnirements  in  jiaragrajihs 
(b)(2),  (b)(3).  or  (b)(5)  of  this  section 
apply  to  such  icses  and  disclosures  to 
the  extent  that  the  covereil  entity,  in  the 
exerci.se  of  jirofessional  judgment, 
determines  that  the  reejnirements  do  not 
interfere  with  the  ability  to  resjiond  to 
the  emergency  circumstances. 

(5)  Uses  and  disclosures  when  the 
individual  is  deceased.  If  the  individual 
is  deceased,  a  covered  entity  may 
di.sclose  to  a  familv  member,  or  other 
jiersons  identified  in  jiaragrajih  (h)(1)  of 
this  section  who  were  involved  in  the 
individnal’s  care  or  jiayment  for  health 
care  jirior  to  the  individual’s  death, 
Jirotected  health  information  of  the 
individual  that  is  relevant  to  such 
Jierson’s  involvement,  unless  doing  .so  is 
inconsi.stent  with  any  jirior  exjire.ssed 
jireference  of  the  individual  that  is 
known  to  the  covered  entity. 

■  51.  Amend  ^  1(i4.512  as  follows: 

■  a.  Revise  the  jiaragrajih  heading  for 
jiaragrajih  (b),  the  introductory  text  of 


5700 


Federal  Register /Vol.  78,  No.  17/Fri(lay,  January  25,  2018/Rules  and  Regulations 


paragra|)h  (1))(1)  and  the  introduetorv 
text  of  paragrajih  (l))(l)(v)(A); 

■  1).  Add  new  paragraph  (h)(l)(vi); 

■  c:.  Revi.se  the  introductory  text  of 
paragraph  (e)(l)(iiij  and  paragraph 

(e)(l)(vi): 

■  d.  Revi.se  ])aragraph  (i)(2)(iii);  and 

■  e.  Revise  ])aragra|)lis  (k)(1  )(ii).  (k)(8). 
and  (k)(5)(i)(K). 

Tlie  revisions  and  additions  read  as 
follows: 

§  164.512  Uses  and  disclosures  for  which 
an  authorization  or  opportunity  to  agree  or 
object  is  not  required. 

*  ic  -k  *  * 

(h)  Standard:  I’sas  and  disclosnras  for 
pnhiic  hoalth  aclivitias.  (1)  Parniitiod 
nsas  and  disclosnras.  A  c;ovenHl  entity 
may  use  or  di.sclose  j)rotected  health 
information  for  the  public  health 
activities  and  purposes  described  in  this 
paragrajih  to: 

***** 

(v)  *  *  * 

(A)  The  cov(!nul  entitv  is  a  covered 
health  care  provider  who  provides 
health  care  to  the  individual  at  the 
nujuest  of  the  employer: 
***** 

(vi)  A  .school,  about  an  individual 
who  is  a  student  or  j)rospective  student 
of  the  .school,  if: 

(A)  The  protected  health  information 
that  is  disclo.sed  is  limited  to  proof  of 
immunization: 

(B)  The  school  is  retpiired  by  State  or 
other  law  to  have  such  proof  of 
immunization  ])rior  to  admitting  the 
individual:  and 

(C)  The  covered  entity  obtains  and 
documents  the  agreement  to  the 
disclosure  from  either: 

(1)  A  parent,  guardian,  or  other  person 
acting  in  loco  parantis  of  the  individual, 
if  the  individual  is  an  unemancipated 
minor:  or 

(2)  The  individual,  if  the  imlividual  is 
an  adult  or  emanci])ated  minor. 
***** 

(e)  *  *  * 

(D*  *  * 

(iii)  For  the  purposes  of  ])aragraph 
(e)(l  )(ii)(A)  of  this  section,  a  covered 
entity  receives  satisfactory  assurances 
from  a  party  seeking  j)rotected  healtli 
information  if  the  covereil  entitv 
rec(;ives  from  such  party  a  written 
statement  and  accompanying 
documentation  demonstrating  that: 
***** 

(vi)  Notwithstanding  paragraph 
(e)(l)(ii)  of  this  .section,  a  covered  entity 
may  disclo.se  |)rotected  health 
information  in  response  to  lawful 
process  d(!.scribed  in  j)aragraph  (e)(l)(ii) 
of  this  section  without  receiving 
satisfactory  assurance  under  jjaragraph 


(e)(l  )(ii)(A)  or  (B)  of  this  section,  if  tin; 
cov(!r(;d  entity  makes  niasonahle  (dforts 
to  provide  notice*  to  the  individual 
sufficient  to  meet  the  re(]uirements  of 
|)aragraph  (e)(1)(iii)  of  this  .section  or  to 
seek  a  (pialified  protective  order 
sufficient  to  meet  the  reuiuinunents  of 
j)aragraph  (e)(l)(v)  of  this  section. 
***** 

(1)  *  *  * 

(2)  *  *  * 

(iii)  Protactad  health  information 
needed.  A  brief  description  of  the 
protected  health  information  for  which 
use  or  acce.ss  has  been  determined  to  be 
necessary  by  the  institutional  review 
hoard  or  privacy  board,  pursuant  to 
paragraph  (i)(2)(ii)(C)  of  this  section: 
***** 

(k) *  *  * 

(l)  *  *  * 

(ii)  Separation  or  discharge  from 
military  sen  iee.  A  covered  entity  that  is 
a  component  of  the  Departments  of 
Defense  or  Homeland  .Securitv  mav 
di.sclo.se  to  the  Department  of  Veterans 
Affairs  (DVA)  the  i)rotect(;d  health 
information  of  an  individual  who  is  a 
member  of  the  Armed  Forciis  upon  the 
separation  or  di.scharge  of  the  individual 
from  military  service  for  tin;  purpo.s(;  of 
a  determination  hv  DVA  of  tin; 
individual's  eligibility  for  or  entitlement 
to  b(;nefit.s  under  laws  admini.ster(;d  by 
the  S(;cr(;tarv  t)f  Veterans  Affairs. 
***** 

(.8)  Protective  service.':  for  the 
President  and  others.  A  coveri;d  (;ntitv 
may  di.sclo.se  jirotected  ln;alth 
information  t{)  autln)riz(;d  F{;d(;ral 
officials  for  the  ])rovi.sion  of  jnotective 
.servic(;s  to  the  President  or  other 
j)er.son.s  authorized  hy  18  IJ.S.C.  .80.58  or 
to  foreign  heads  of  slate  or  other  persons 
authorized  by  22  IJ..S.C.  2700(a)(8).  or 
for  the  conduct  of  investigations 
authorized  by  18  IJ.S.C.  871  and  879. 
***** 

(5)*  *  * 

(i)  *  *  * 

(F)  Law  enforcement  on  the  premises 
of  the  correctional  institution;  or 
***** 

■  52.  In  184.514,  revise  paragra])h.s 
(e)(4)(ii)(C)(4),  (f),  and  (g)  to  read  as 
follows: 

§  1 64.51 4  Other  requirements  relating  to 
uses  and  disclosures  of  protected  health 
information. 

***** 

(e)  *  *  * 

*  *  * 

(ii)  *  *  * 

(C)*  *  * 

(4)  Fnsure  that  any  agents  to  whom  it 
provides  the  limited  data  set  agree  to  the 
same  restrictions  and  conditions  that 


aj)ply  to  the  limited  data  set  reci))ient 
with  r(;.spt:ct  to  such  information;  and 
***** 

(f)  Pnndraisin^  communications. 

(1)  Standard:  Uses  and  disclosures  for 
fnndrcnsin'’.  Subject  to  tin;  conditions  of 
])aragra])h  (f)(2)  of  this  .s(;clion.  a 
cov(;r(;d  entity  may  u.se.  or  disclose;  to  a 
business  associate  or  to  an 
institutionally  r(;lat(;d  foundation,  the 
following  ])rotect(;d  health  information 
for  the  purpo.se  of  raising  funds  for  its 
own  benefit,  without  an  authorization 
meeting  the  re(|uirements  of  ^  184.508: 

(1)  Demographic  inlVermation  relating 
to  an  individual,  including  name, 
addr(;s.s.  other  contact  information,  age, 
gender,  and  date  of  birth: 

(ii)  Dates  of  health  care  provided  to  an 
individual: 

(iii)  Dei)artment  of  .service 
information: 

(iv)  Treating  physician: 

(v)  Outcome  information:  and 

(vi)  H(;alth  insurance  status. 

(2)  Implementation  specifications: 
Fnndraisine  reejnirements.  (i)  A  cov(;r(;d 
entity  mav  not  u.se  or  clisclose  protected 
health  informaticjii  for  fundraising 
pur|)o.ses  as  otherwise  ])(;rmitted  by 
j)aragraph  (f)(1)  of  this  .s(;ctif)n  unle.ss  a 
statement  recpiired  by 

184.520(b)(1  )(iii)(A)  is  inc;luded  in  the 
covered  entity's  notice  of  privacy 
practices. 

(ii)  With  each  fundraising 
communication  made  to  an  individual 
under  this  i)aragraph.  a  covered  entity 
must  ])rovide  the  individual  with  a  cl(;ar 
and  con.s])icuous  opportunity  to  elect 
not  to  receive  any  further  fundraising 
communications.  The  method  for  an 
individual  to  elect  not  to  receive  further 
fundraising  communications  may  not 
cause  the  individual  to  incur  an  undue 
burden  or  more  than  a  nominal  cost. 

(iii)  A  covered  entity  may  not 
condition  treatment  or  jjayment  on  the 
individual’s  choice  with  respect  to  the 
rec(;i))t  of  fundraising  communications. 

(iv)  A  covered  entity  may  not  make 
fundraising  communications  to  an 
individual  under  this  paragrajjh  where 
the  individual  has  elected  not  to  receive 
such  communications  under  jjaragraph 
(f)(1  )(ii)(B)  of  this  section. 

(v)  A  covered  (;ntity  may  ])rovide  an 
individual  who  has  elected  not  to 
receive  further  fundraising 
communications  with  a  method  to  opt 
hack  in  to  receive  such 
communications. 

(g)  Standard:  uses  and  disclosures  for 
underwriting  and  related  purposes.  If  a 
health  plan  receives  jjrotected  health 
information  for  the  purjjo.se  of 
underwriting,  premium  rating,  or  other 
activities  relating  to  the  creation. 
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naiowal,  or  r(i])la(;(;ment  ol  a  contract  of 
health  insurance  or  health  henelits,  and 
if  such  health  insurance  or  Innilth 
Ixiuefits  an;  not  placed  with  the  h(;alth 
plan,  such  health  plan  may  only  use  or 
disclose  such  protected  h(;alth 
iidbrination  for  such  jjurpose  or  as  may 
he  re(iuir(;d  hy  law,  snhj(;ct  to  tin; 
prohil)ition  ai  §  l()4.5()2(a)(r))(i)  with 
respect  to  genetic  information  included 
in  the  protected  health  information. 
***** 

■  .53.  Amend  ^  184.520: 

■  a.  Revise  paragrajjhs  {h)(l)(ii)(E). 

(l))(l)(iii),(l))(1)(iv)(A),  (h)(1)(vKA). 
(c)(l)(i)  introductorv  text,  and 
(e)(l)(i)(I3): 

■  h.  Remove  paragraph  (c)(l  )(i)(C);  and 

■  c.  Add  paragraph  (c)(1)(v). 

The  revisions  and  addition  read  as 
follows: 

§  164.520  Notice  of  privacy  practices  for 
protected  health  information. 

***** 

(h)  *  *  * 

(1)  *  *  * 

(ii)  *  *  * 

(E)  A  descri])tion  of  the  types  of  uses 
and  di.sclosures  that  reiiuire  an 
authorization  under  ^  104. 508(a)(2)- 
(a)(4).  a  statement  that  other  nsc's  and 
disclosures  not  described  in  the  notii.e 
will  he  made  only  with  the  individnal’s 
written  authorization,  and  a  statement 
that  the  individual  may  revoke  an 
authorization  as  provided  hv 
S  104.508(h)(5). 

(iii)  .Se/juru/e  .s/u/enjcn/.s-  for  ctniciin 
iisos  or  (iisclosmvs.  If  the  covered  entity 
intends  to  engage  in  any  of  the 
following  activities,  the  description 
re(|nired  by  paragraph  (h)(1  )(ii)(A)  of 
this  section  mu.st  include  a  .separate 
statement  informing  the  individual  of 
such  activities,  as  a])plicahle: 

(A)  In  accordance  with  §  104.514(0(1). 
the  covered  entity  may  contact  the 
individual  to  raise  funds  for  the  covered 
entity  and  the  individual  has  a  right  to 
opt  out  of  receiving  such 
communications;  (13)  In  accordance  with 
§  104.504(0.  the  group  health  plan,  or  a 
health  insurance  issuer  or  HMO  with 
re.sj)ect  to  a  group  health  ])lan,  may 
disclo.se  jjrotected  health  information  to 
the  sponsor  of  the  plan;  or 

(C)  If  a  covered  entity  that  is  a  health 
plan,  excluding  an  i.ssner  of  a  long-term 
care  policy  falling  within  |)aragraj)h 
(l)(viii)  of  the  definition  of  hoalth  plan. 
intends  to  use  or  disclose  protected 
hea'th  information  for  inulerwriting 
pnrpo.ses,  a  statement  that  the  cov(;red 
entity  is  ])rohihited  from  using  or 
tlisclosing  j)rotectefi  health  information 
that  is  genetic  information  of  an 
individual  for  .siu:h  purj)o.ses. 

(iv)  *  *  * 


(A)  The  right  to  re(iuest  restrictions  on 
certain  uses  and  disclosures  of  protected 
health  information  as  provided  hv 
§  104.522(a),  including  a  statement  that 
the  cover(;d  entity  is  not  recjuired  to 
agree  to  a  r(;(ine.sted  restriction,  except 
in  case  of  a  disclosure  restrict(;d  under 
§  104..522(a)(1)(vi); 
***** 

(v)*  *  * 

(A)  A  .stat(;ment  that  the  covered 
entity  is  recpured  hy  law  to  maintain  the 
privacy  of  protected  h(;alth  information, 
to  ])rovide  individuals  with  notice  of  its 
legal  duties  and  privacy  practices  with 
re.s]ject  to  jjrotected  health  information, 
and  to  notify  affected  individuals 
following  a  breach  of  unsecured 
protected  health  information; 
***** 

(c)*  *  * 

(1)  *  *  * 

(i)  A  health  plan  must  |)rovide  the 
notice; 

***** 

(13)  Thereafter,  at  the  time  of 
enrollment,  to  individuals  who  are  new 
enrollees. 

***** 

(v)  If  there  is  a  material  change  to  the 
notice; 

(A)  A  health  plan  that  posts  its  notice 
on  its  wel)  site  in  accordance  with 
paragraj)h  (c)(3)(i)  of  this  .section  mu.st 
prominently  po.st  the  c:hange  or  its 
revi.sed  notice  on  its  weh  site  hy  the 
effective  date  of  the  material  change  to 
the  notice,  and  jirovide  the  revised 
notice,  or  information  about  the  material 
c:hange  and  how  to  obtain  the  revised 
notice,  in  its  next  annual  mailing  to 
individuals  then  covered  hy  the  plan. 

(13)  A  health  ])lan  that  does  not  po.st 
its  notice  on  a  weh  site  pursuant  to 
paragrajdi  (c)(3)(i)  of  this  .section  must 
jji'ovide  the  revi.sed  notice,  or 
information  about  the  material  change 
and  how  to  obtain  the  revi.sed  notice,  to 
individuals  then  covered  hy  the  })lan 
within  00  day.s  of  the  material  revi.sion 
to  the  notice. 

***** 

■  54.  Amend  §  104.522  as  follows; 

■  a.  Revi.se  paragraph  (a)(1)(ii); 

■  1).  Add  new  paragra|)h  (a)(1  )(vi);  and 

■  c.  Revise  the  introductory  text  of 
paragraph  (a)(2),  and  j)aragraph.s 
(a)(2)(iii),  and  paragraph  (a)(3). 

TIk;  revisions  and  additions  read  as 
follows; 

§  1 64.522  Rights  to  request  privacy 
protection  for  protected  health  information. 

(a)(1)*  *  * 

(ii)  Exc;ept  as  provided  in  paragraph 
(a)(1)(vi)  of  this  section,  a  covered  entity 
is  not  required  to  agree  to  a  restriction. 
***** 


(vi)  A  covered  entity  must  agree  to  the 
recjiiest  of  an  individual  to  restrict 
disclosure  of  j)rotected  health 
information  about  the  individual  to  a 
health  ])lan  if; 

(A)  'Fhe  disclosure  is  for  the  pnrpo.se 
of  carrying  out  payment  or  health  care 
operations  and  is  not  otherwise  re(juin;d 
by  law;  and 

(15)  The  protected  health  information 
pertains  solely  to  a  health  care  item  or 
service  for  which  the  individual,  or 
person  other  than  the  health  plan  on 
behalf  of  the  individual,  has  jiaid  the 
covered  (;ntity  in  full. 

(2)  ImpUniwntotion  specifications: 
Terminating  a  restriction.  A  covered 
entity  may  terminate  a  restriction,  if; 
***** 

(iii)  The  covered  entity  informs  the 
individual  that  it  is  terminating  its 
agr(;ement  to  a  restriction,  except  that 
such  termination  is; 

(A)  Not  effective  for  jjrotected  health 
information  restricted  under  paragraj)h 
(a)(1)(vi)  of  this  .sec:tion;  and 

(13)  Only  effective  with  respect  to 
protected  health  information  created  or 
received  after  it  has  .so  informed  the 
individual. 

(3)  Implementation  specification: 
Documentation.  A  covered  entitv  mu.st 
document  a  restriction  in  accordance 
with  Sl00.53()(j)  of  this  suhehapter. 
***** 

■  55.  Amend  §  104.524  as  follows; 

■  a.  Remove  paragraph  (l))(2)(ii)  and 
redesignate  paragraph  (h)(2)(iii)  as 
paragraph  (h)(2)(ii); 

■  1).  Revi.se  newlv  designated  paragraph 
(l))(2)(ii); 

■  c.  Revise  paragraph  (c)(2)(i); 

■  d.  R(;de.signate  paragra])h  (c)(2)(ii)  as 
paragraph  (c)(2)(iii); 

■  e.  Add  new  paragraph  (c)(2)(ii); 

■  f.  Revise  paragraphs  (c)(3)  and 
((:)(4)(i); 

■  g.  Redesignate  paragrajrhs  (c)(4)(ii) 
and  (c)(4)(iii)  as  paragraphs  (c)(4)(iii) 
and  (c)(4)(iv),  respectively;  and 

■  h.  Add  new  jjaragraph  (c)(4)(ii). 

The  revisions  and  additions  read  as 

follows; 

§  1 64.524  Access  of  individuals  to 
protected  health  information. 

***** 

(h)  *  *  * 

(2)  *  *  * 

(ii)  If  the  covered  entity  is  nnahle  to 
take  an  action  rerpiired  hv  paragra])h 
(h)(2)(i)(A)  or  (13)  of  this  section  within 
the  time  recinired  hy  paragraph  (h)(2)(i) 
of  this  section,  as  applic:al)le.  the 
covered  entity  may  extend  the  time  for 
such  actions  Iw  no  more  than  30  days, 
provided  that; 

(A)  The  covered  entity,  within  the 
time  limit  set  hy  j)aragraph  (h)(2)(i)  of 
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this  section,  as  a|)plical)le.  provides  the  (i)  Labor  for  copying  the  protected  not  comply  with  §§  104.308(1)), 


individual  with  a  written  .statement  of 
the  reasons  for  the  delay  and  tlie  date  l)y 
which  the  covemd  entity  will  comj)lete 
its  action  on  the  recinest:  and 

(H)  The  covered  entity  may  have  only 
one  such  extensitm  of  time  for  action  on 
a  nuiuest  for  access. 

(c)  *  *  * 

(2)  Form  of  occoss  ivqiiosiod.  (i)  The 
covenul  entity  must  provide  the 
individual  with  acce.ss  to  the  protected 
health  information  in  the  form  and 
format  requested  hy  the  individual,  if  it 
is  readily  producible  in  such  form  and 
format:  or.  if  not.  in  a  readable  hard 
copy  form  t)r  such  other  form  and 
format  as  agreed  to  by  the  covered  entitv 
and  the  individual. 

(ii)  Notwithstanding  paragraph 
(c)(2)(i)  of  this  section,  if  the  j)rotected 
health  information  that  is  the  subject  of 
a  request  for  access  is  maintained  in  one 
or  more  designated  record  sets 
electronically  and  if  the  individual 
re(|uests  an  electronic  copy  of  such 
information,  the  covered  entitv  must 
provide  the  individual  with  access  to 
the  j)rotected  health  information  in  the 
eUH;tronic  form  and  format  requested  by 
the  individual,  if  it  is  readily  producible 
in  such  form  and  format;  or.  if  not.  in 
a  madahle  electronic  form  and  format  as 
agrtxul  to  hy  the  covered  entitv  and  the 
individual. 

***** 

(3)  Timo  and  mannor  of  access,  (i) 

The  covered  entity  must  j)rovide  the 
access  as  nxpie.sted  hy  the  individual  in 
a  timely  manner  as  recpiired  hv 
|>aragraph  (h)(2)  of  this  .section, 
including  arranging  with  the  individual 
for  a  convenient  time  and  place  to 
inspect  or  obtain  a  copy  of  the  protectetl 
health  information,  or  mailing  the  copv 
of  the  jjrotected  health  information  at 
the  individual's  request.  The  covered 
entity  may  di.scu.ss  the  scope,  format, 
and  other  aspects  of  the  retpiest  for 
acce.ss  with  the  individual  as  necessarv 
to  facilitate  the  timely  provision  of 
access. 

(ii)  If  an  individual's  recpie.st  for 
a{:ce.ss  directs  the  c;overed  entity  to 
transmit  the  coj)y  of  protected  health 
information  directly  to  another  person 
designated  hy  the  individual,  the 
covered  entity  must  provide  the  copy  to 
the  person  designated  by  the  individual. 
The  individual's  recpiesl  must  he  in 
writing,  signed  hy  the  individual,  and 
clearly  identify  the  designated  j)erson 
and  where  to  send  the  copy  of  j)rotected 
health  information. 

(4)  *  *  * 


health  information  reque.sted  hy  the 
individual,  whether  in  |)aj)er  or 
electronic  form; 

(ii)  Su])])lies  for  creating  the  paper 
copy  or  electronic  media  if  the 
individual  recpiests  that  the  electronic 
copy  he  ])rovided  on  portable  media; 
***** 

■  .58.  In  184.532,  revise  paragraphs  (a). 
(c)(2),  (c)(3).  (d).  (e)(1).  and  (e)(2).  and 
add  paragraphs  (c)(4)  and  (f)  to  read  as 
follows: 

§164.532  Transition  provisions. 

(a)  Standard:  Effect  ofjjrior 
authori/.ations.  Notwithstanding 
§§184.508  and  184.51 2(i),  a  covered 
entity  may  use  or  disclo.se  j)rotected 
health  information,  consistent  with 
paragraphs  (h)  and  (c)  of  this  section, 
j)ursuant  to  an  authorization  or  other 
expre.ss  legal  j)ermis.sion  obtained  from 
an  individual  permitting  the  use  or 
disclosure  of  protected  health 
information,  infonned  consent  of  the 
individual  to  ])articipate  in  re.search,  a 
waiver  of  informed  con.sent  hy  an  IRIL 
or  a  waiver  of  authorization  in 
accordance  with  §  184.512(i)(1)(i). 
***** 

(c)  *  *  * 

(2)  The  informed  consent  of  the 
individual  to  ])artici])ate  in  the  research; 

(3)  A  waiver,  hy  an  IRIL  of  informed 
consent  for  the  research,  in  accordance 
with  7{:FR  lc.1 18(d).  lOCFR 
745.118(d),  14  CFR  123().118(d),  15  CFR 
27.118(d).  18  CFR  1028.1 18(d).  21  CFR 
50.24.  22  CFR  225.118(d),  24  CFR 
80.118(d).  28  CFR  48.118(d),  32  CFR 
219.118(d).  34  CFR  97.118(d).  38  CFR 
18.118(d),  40  CFR  28.118(d).  45  CFR 
48.1 18(d).  45  CFR  890.1 18(d).  or  49  CFR 
11.118(d),  provided  that  a  c;overed 
entity  must  obtain  authorization  in 
accordance  with  §  184.508  if.  after  the 
com])liance  date,  informed  consent  is 
sought  from  an  individual  ])articipating 
in  the  research:  or 

(4)  A  waiver  of  authorization  in 
accordance  with  §  184.51 2(i)(1)(i). 

(d)  Standard:  Effect  of  prior  contracts 
or  other  arrangements  with  business 
associates.  Notwithstanding  anv  other 
provisions  of  this  j)art,  a  covered  entity, 
or  business  associate  with  resp(x:t  to  a 
subcontractor,  may  di.sclo.se  protected 
health  information  to  a  business 
associate  and  may  allow  a  business 
associate  to  cniate,  receive,  maintain,  or 
transmit  j)rotect(!d  health  information 
on  its  behalf  pursuant  to  a  written 
contract  or  other  written  arrangement 
with  such  business  associate  that  does 


184.314(a),  184.5()2(e),  and  184.504(e), 
only  in  accordance  with  ])aragraph  (e)  of 
this  s(!ction. 

(e)  Implementation  specification: 
Deemed  compliance.  (1)  Qmdification. 
Notwithstanding  other  sections  of  this 
])art,  a  covered  entity,  or  husine.ss 
associate  with  respect  to  a 
subcontractor,  is  deemed  to  he  in 
compliance  with  the  documentation  and 
c;ontract  re(juirements  of  §§  1  (>4. 308(1)), 
184.314(a),  184.502(e).  and  184.504(e), 
with  res])ect  to  a  ])articular  business 
associate  relationshij),  for  the  time 
period  set  forth  in  paragra])h  (e)(2)  of 
this  section,  if: 

(1)  Prior  to  January  25,  2013,  such 
c:overed  entity,  or  business  associate 
with  resj)ect  to  a  subcontractor,  has 
entered  into  and  is  operating  pursuant 
to  a  written  contract  or  other  written 
arrangement  with  the  business  as.sociate 
that  complies  with  the  apj)licahle 
provisions  of  §§  1()4. 314(a)  or  184.504(e) 
that  were  in  effect  on  such  date;  and 

(ii)  The  contract  or  other  arrangement 
is  not  renewed  or  modified  from  March 
28.  2013,  until  .Se])temher  23,  2013. 

(2)  Limited  deemed  compliance 
period.  A  ])rior  contract  or  other 
arrangement  that  meets  the  (pialification 
retjuirements  in  paragra])h  (e)  of  this 
.section  shall  he  deemed  com])liant  until 
the  earlier  of: 

(i)  The  date  such  contract  or  other 
arrangement  is  renewed  or  modified  on 
or  after  Se])temher  23,  2013;  or 

(ii)  Se])temher  22,  2014. 
***** 

(f)  Effect  of  prior  data  use  agreements. 
If.  prior  to  [  January  25.  2013,  a  covered 
entity  has  entered  into  and  is  o])erating 
])ur.suant  to  a  data  u.se  agreement  with 

a  recipient  of  a  limited  data  .set  that 
complies  with  §  184.514(e), 
notwithstanding  §  184.502(a)(5)(ii),  the 
covered  entity  may  continue  to  di.sclo.se 
a  limited  data  set  pursuant  to  such 
agreement  in  exc:hange  for  remuneration 
from  or  on  behalf  of  tlie  recii)ient  of  the 
protected  health  information  until  the 
earlier  of: 

(1)  The  date  such  agreement  is 
renewed  or  modified  on  or  after 
September  23,  2013;  or 

(2)  September  22,  2014. 
***** 

tinted:  janunrv  1.5.  201  :i. 

Kathleen  Seheliiis, 

Secretary. 
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Memorandum  for  the  Secretary  of  State 


By  the  authority  vested  in  me  as  President  by  the  Constitution  and  the 
laws  of  the  United  States  of  America,  including  section  301  of  title  3, 
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130.  You  will  exercise  these  functions  in  coordination  with  the  Secretary 
of  Defense. 


You  are  authorized  and  directed  to  publish  this  memorandum  in  the  Federal 
Register. 
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